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FRIDAY, MARCH 21, 1975 

WASHINGTON. D.C. 

Volume 40 ■ Number 56 


Pages 12763-12984 


PART I 


HIGHLIGHTS OF THIS ISSUE 

This listing does not affect the legal status 
of any document published in this issue. Detailed 
table of contents appears inside. 

CLEMENCY—Presidential Clemency Board issues substan¬ 
tive standards and procedures for accepting applica¬ 
tions 12763 

FREEDOM OF INFORMATION— 

DOD/Navy rules on availability of records and publica¬ 
tion of documents affecting the public; effective 

2- 13—75 12776 

NSF regulates availability of records; effective 2- 

19-75 _ ... 12793 

EPA announces availability of air quality technical sup¬ 
port document .. 12842 

Commerce/EDA revises guidelines; effective 2-19-75 12769 

USDA/FS rules on availability of records; effective 

3- 21-75 . 12790 

AIR BRAKES—DOT/NHTSA amends retardation force 

requirements for trucks and buses; effective 3-21-75 12797 

HEALTH MANPOWER—HEW/PHS rules on nursing special 

project grants; effective 3-21-75 .... 12791 

NEW DRUGS— 

HEW/FDA withdraws approval of certain topical prep¬ 
arations for ophthalmic or otJc use and parenteral 
drugs containing hydrogenated ergot alkaloids (2 

documents); effective 3-31-75 ___... 12827. 12830 

HEW/FDA proposes to withdraw approval of mono- 
benzone topical lotion, oral mephentermine sulfate 
tablets and protokyiol with pentobarbital tablets (3 

documents); hearing requests due 4-21-75 .. 12828. 

12829.12832 

HEW/FDA announces effectiveness of combination 
products containing carisoprodol. phenacetin and 
documents); effective 3-31-75 .... 12826 



(Continued inside) 


PART II: 

OVER-THE-COUNTER DRUGS—HEW/FDA pro¬ 
poses to establish monographs for laxative, anti- 
diarrheal. emetic and antiemetic products; 
comments by 4-21-75____ 12901 

PART III: 

MINIMUM WAGES—Labor/ESA decisions for Fed¬ 
eral and federally assisted construction_ 12945 


















reminders 

(The it* me in this list were editorially compiled as an aid to Fcoesal Rccurrm users. Inclusion or exclusion from this list has no 
legal significance. Since this Ust Is intended as a reminder. It does not luciude effective dates that occur within 14 days of publication.) 

• Rules Going Into Effect Today 

NRC—Financial protection requirements 
and indemnity agreements; miscellany 
ous amendments 7081; 2-19-75 


Daily List of Public Laws 


NOTE; No acts approved by the Presi¬ 
dent were received by the Office of the 
Federal Register for inclusion in today's 
LIST OF PUBLIC LAWS. 


ATTENTION: Questions, corrections, or requests for information regarding the contents of this issue only may 
be made by dialing 202-523-5266. For information on obtaining extra copies, please call 202-523-5240. 

To obtain advance information from recorded highlights of selected documents to appear in the next issue, 
dial 202-523-5022. 




Published dally. Monday through Friday (no publication on Saturdays. Sunday*, or on official Federal 
holidays), by the Office of the Federal Register, National Archives and Records Service. General Service* 
Administration, Washington, D C. 20408, under the Federal Register Act (40 Stat. 500. as amended; 44 U.6.C., 
Ch. 1ft) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I). Distribution 
is made only by the Superintendent of Documents, UJ3. Government Printing Office, Washington, D C. 20402. 


The Fkdcral Registct provides a uniform system for making available to the public regulations and legal notices Issued 
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency 
documents of public Interest. 


The Fedxsai. Regi&tes will be furnished by mail to subscribers, free of postage, for $8.00 per month or $45 per year, payoblo 
In advance. The charge for Individual copies is 75 cents for each Issue, or 75 cents for each group of pages as actually bound. 
Remit check or money order, mode payable to the Superintendent of Documents. US. Government Printing Office, Washington. 
D C. 20402. 


There are no restrictions on tho republication of material appearing In the Feucial Regijbte*. 
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HIGHLIGHTS—Continued 


IMPACT-RESISTANT LENSES—HEW/FDA proposes to 
close transition period allowed for changeover; com¬ 
ments by 5-20-75 _ _ 12809 

FOOD STAMPS—USDA/FNS issues proposals on state 
administration; comments by 4-21-75 . . 12806 

NATURAL GAS—FPC proposals on the investigation of 
producer expenditures for exploration and develop¬ 
ment; comments by 4-30-75..- - - 12817 

TELECOMMUNICATIONS—FCC decision on AT&T's re¬ 
quest for increased rotes for interstate service ... 12844 

COTTON TEXTILES—CITA increases import level for prod¬ 
ucts from Thailand; effective 3-21-75 ... 12837 

CHILDREN’S SLEEPWEAR— 

CPSC amends standard for sizes 7-14 to require af¬ 
firmative labeling; effective 5-1-75 _ 12811 

CPSC issues policy statement 12838 


ANTIDUMPING—Treasury/Customs Service revokes find¬ 
ing on potassium chloride from West Germany . 12776 

MEETINGS— 

Commerce/D!BA: Electronic Instrumentation Technical 

Advisory Committee; 5-6-75 . ___ 12824 

CSC: Federal Employees Pay Council, 4-23-75 _ 12837 

DOD: Defense Board Task Force on *'Specifications end 

Standards Improvement/' 4-17 and 4-18-75 _ 12820 

DOD/AF: USAF Scientific Advisory Board. 4-2 and 

4-3-75 . .. 12820 

FCC: Radio Technical Commission for Aeronautics Spe¬ 
cial Committee 127, Emergency Locator Transmit¬ 
ters, 4-9-75 ..... .. u __ 12848 

NASA: Research and Advisory Council, Committee on 
Energy Technology and Space Propulsion, 4-10 end 

4-11-75 .._.. ... 12857 

HEW: Review Panel on New Drug Regulation, 4-8-75 12834 

RELOCATED MEETINGS— 

Golden Gate Nationai Recreation Area Advisory Com- 

mission, 4-8-75 ..___ __ 12824 


contents 


AGRICULTURAL MARKETING SERVICE 
Rules 

Limitations of handling and ship¬ 
ping lemons grown In Calif, and 
Ariz_ 12799 

AGRICULTURE DEPARTMENT 

See also Agricultural Marketing 
Service; Animal and Plant 
Health Inspection Service: 
Commodity Credit Corporation; 

Food and Nutrition Service; 

Forest Service. 

Rules 

Authority delegations by Secre¬ 
tary and General Officers: 

Office of the Sales Manager, es¬ 
tablishment of, revision_ 12798 

AIR FORCE DEPARTMENT 

Notices 

Meetings: 

Scientific Advisory Board_ 12820 

ALCOHOL TOBACCO AND FIREARMS 
BUREAU 
Rules 

Inducements furnished to retail¬ 
ers; correction_ 12778 

ANIMAL AND PLANT HEALTH 
INSPECTION SERVICE 
Rules 

Newcastle disease, and pstitacoaifc 
or ornithosis in poultry: area 

quarantined _ 12768 

Vatslde and field tests as re¬ 
quirements for approval of 
proprietary dips, deletion of_. 12768 

CENTER FOR DISEASE CONTROL 
Notices 

Coal mine dust personal sampler 
units; hearing to revoke cer¬ 
tificates of approval of Bcndix 
Corp. units_„_ 13825 


CIVIL AERONAUTICS BOARD • 

Notices 

Hearings, etc.: 

International Air Transport As¬ 
sociation (2 documents) _ 12835 

Pan American World Airways, 

Inc _ 12835 

CIVIL RIGHTS COMMISSION 
Notices 

Meetings. State advisory commit¬ 
tees: 

California (2 documents) - 12836 


Colorado _ 12836 

Delaware_ 12836 

Indiana (3 documents) _ 12836, 12837 

Michigan_ 12837 

New Jersey_ 12837 

Pennsylvania _ 12837 

CIVIL SERVICE COMMISSON 
Rules 

Excepted service; 

ACTION.. 12767 

Commerce Department_ 12767 

Treasury Department_ 12767 

Notices 

Meetings: 

Federal Employees Pay Coun¬ 
cil _ 12837 


COMMERCE DEPARTMENT 

See Domestic and International 
Business Administration; Eco¬ 
nomic Development Adminis¬ 
tration; National Oceanic and 
Atmospheric Administration. 

COMMITTEE FOR THE IMPLEMENTATION 
OF TEXTILE AGREEMENTS 

Notices 

Cotton textiles: 

Thailand_ 12837 


COMMITTEE FOR PURCHASE FROM THE 
BUND AND OTHER SEVERELY HANDI¬ 
CAPPED 
Notices 

Procurement list, 1975; addi¬ 
tions --- 12838 

COMMODITY CREDIT CORPORATION 

Rules 

Grains and commodities: 

Barley loan and purchase pro¬ 
gram ---- 12799 

Oats loan and purchase pro¬ 
gram - 12802 

CONSUMER PRODUCT SAFETY 
COMMISSION 
Proposed Rules 

Children's sleepwear; amendment 
to require affirmative label¬ 
ing - 12811 

Notices 

Children's sleepwear; policy state¬ 
ment _ 12838 

COUNCIL ON ENVIRONMENTAL QUALITY 
Notices 

Environmental statements; avail¬ 
ability _ 12839 

CUSTOMS SERVICE 
Rules 

Antidumping: 

Potassium chloride from West 
Germany _ 12776 

DEFENSE DEPARTMENT 

See also Air Force Department: 

Navy Department. 

Notices 

Meetings: 

Science Board Task Force on 
"Specifications and Standards 
Improvement'* _ 12820 
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CONTENTS 


DOMESTIC AND INTERNATIONAL 
BUSINESS ADMINISTRATION 
Notices 

Meetings: 

Electronic Instrumentation 
Technical Advisory Commit¬ 


tee .. 12824 

Scientific articles; duty-free entry: 
Maryland State Department of 
Health and Mental Hygiene, 
et al . 12824 

ECONOMIC DEVELOPMENT 
ADMINISTRATION 
Rules 

Freedom of Information _ 12769 


EMPLOYMENT STANDARDS 
ADMINISTRATION 
Notices 

Minimum wages for Federal and 
federally assisted construction. 12945 

ENERGY RESEARCH AND 

DEVELOPMENT ADMINISTRATION 
Notices 

Applications, etc.: 

Hercules, Inc -- 12841 

ENVIRONMENTAL PROTECTION AGENCY 
Proposed Rules 

Air quality implementation plans: 

Iowa - 12813 

Kansas _._ 12814 

Missouri __.__ 12815 

Notices 

Pollutants, discharge of, admin¬ 
istrative order - 12841 

Pesticide chemicals; tolerances, 
etc.; petitions; 

BASF Wyandotte Corp . 12842 

Elanco Products Co - 12842 

Monsanto Co .—. 12842 

Shell Chemical Co . 12843 

Air quality deterioration, preven¬ 
tion of; availability of technical 
support document _ 12842 

FEDERAL AVIATION ADMINISTRATION 
Rules 

Airworthiness directives: 

Cessna , _ 12771 

Orumann - 12772 

Hartzell . 12772 

Lockheed - 12772 

Pratt and Whitney . 12773 

Transition areas- 12774 

Proposed Rules 

Airworthiness directives: 

McDonnell Douglas Model DC- 

10 ct al__ 12809 

Control zones (3 documents)—12810. 

12811 

Transit ion areas- 12810 

FEDERAL COMMUNICATIONS 
COMMISSION 

Rules 

Organization and functions: 

Cable television services- 12798 

Proposed Rules 

Common carrier services, domes¬ 
tic public radio service applica¬ 
tions: establishment of policies 
and procedures _ 12816 


Notices 

Hearings, etc.: 

A. C. Elliott, Jr. and Melvin 

Pulley . .—. 12843 

American Telephone and Tele¬ 
graph Co - 12844 

Meetings : 

Radio Technical Commission for 
Aeronautics. Special Commit¬ 
tee 127, Emergency Locator 
Transmitters _ 12848 

FEDERAL DISASTER ASSISTANCE 
ADMINISTRATION 

Notices 

Disaster areas: 

Alabama _ 12834 

Georgia __— 12834 

FEDERAL HOME LOAN BANK BOARD 
Notices 

Application, etc.: 

8t. Clair Savings Association.. 12849 

FEDERAL POWER COMMISSION 
Proposed Rules 

Electric utility questionnaire on 
plans and costs for meeting cur¬ 
rent air pollution standards.... 12818 
Natural gas producers and affili¬ 
ates; Investigation of expendi- ^ 
lures, exploration and develop- > 
ment activities, production re¬ 
serve additions and revenues... 12817 

Notices 

Hearings, etc.: 

Colorado Interstate Gas Co - 12849 

Columbia Gas Transmission 

Corp ___ 12851 

Consolidated Gas 8upply Corp. 12851 

Creole Gas Pipeline Corp - 12851 

Dclmarva Power & Light Co — 12852 

Exxon Corp - 12852 

Grand Gas Corp - 12853 

Holyoke Water Power Co. and 
Holyoke Power Electric Co.; 

correction -- 12853 

Michigan-Wisconsin Pipe Line 

Co . 12853 

Natural Gas Pipeline Co. of 

America _ 12853 

Northern Natural Gas Co - 12854 

Northwestern Public Service Co. 12855 

Ohio Electric Co .. . 12855 

Tennessee Gas Pipeline Co - 12855 

Transcontinental Gas Pipe Line 
Corp. and Texas Eastern 

Transmission Corp - 12856 

United Oas Pipe Line Co - 12856 

FEDERAL TRADE COMMISSION 
Rules 

Prohibited trade practices: 

Albert’s Furniture Co. Inc. et 


al.. 12774 

Crown Central Petroleum 

Corp_____...._ 12775 

General Foods Corp- 12775 


FISH AND WILDLIFE SERVICE 
Notices 

Endangered species permits, ap¬ 
plications (2 documents). 12821,12822 


FOOD AND DRUG ADMINISTRATION 


Proposed Rules 

Over-the-counter drugs: mono¬ 
graphs for laxative, ontidiar- 
rheal, emetic and antiemetic 

products_ 12901 

Eyeglasses and sunglasses, use of 
Impact-resistant lenses; policy 
statements _ 12809 


Notices 

ARTX Telecommunication equip¬ 
ment: memorandum of under¬ 
standing with Virginia Depart¬ 
ment of Agriculture and Com¬ 
merce __ 12826 

Human drugs : 

Cari&oprodol In combination 
with phen&cetin and caffeine. 12826 
Medroxyprogesterone acetate 
injectable and other systemic 
steroidal contraceptives; 

hearing on cancer risk_ 12830 

Mcphentermine sulfate for oral 

use_ 12828 

Monobenzone topical solution.. 12829 
Ophthalmic or otic use. certain 

topical preparations_ 12827 

Parenteral drug containing hy- 
droglnated ergot alkaloids... 12830 
Protokylol with pentobarbital 

tablets _ 12832 

Radiological health advisory com¬ 
mittees; request for nominations 
for members_ 12833 


FOOD AND NUTRITION SERVICE 
Proposed Rules 

Food stamp program: 

Funding; requirements for re¬ 


porting _ 12806 

FOREST SERVICE 
Rules 

Freedom of information.. 12790 


GENERAL ACCOUNTING OFFICE 
Notices 

Regulatory report review; pro¬ 
posals, approvals, etc..._ 12857 

GEOLOGICAL SURVEY 
Notices 

Pow'er sites; cancellation: 

Columbia River Basin. Wash.. 12823 

HEALTH. EDUCATION, AND WELFARE 
DEPARTMENT 

See also Center for Disease Con¬ 
trol; Food and Drug Adminis¬ 
tration; Public Health Service, 

Notices 

Meetings: 

New Drug Regulation Review 


Panel_ 12834 

HEARINGS AND APPEALS OFFICE 
Notices 

Applications, etc.: 

Duquesne Light Co...- 12823 

Little ‘T* Coal, Inc- 12823 
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HOUSING AND URBAN DEVELOPMENT 
DEPARTMENT 

See Federal Disaster Assistance 
Adminisrtatlon. 

INTERIOR DEPARTMENT 

See also Fish and Wildlife Service; 
Geological Survey; Hearings 
and Appeals Ofllco; Land Man¬ 
agement Bureau; National Park 
Service. 

Rules 

Public contracts and property 
management_ 12790 

Notices 

Environmental statements: 

Sherwood Uranium Project on 
Spokane Indian Reservation- 12824 

INTERNATIONAL TRADE COMMISSION 
Notices 

Electronic pianos; findings and 
recommendations _ 12857 

INTERSTATE COMMERCE COMMISSION 
Notices 

Car service exemptions, manda¬ 
tory: 

Amendment of expiration date. 12868 
Fourth section applications for 


relief . 12883 

Hearing assignments __ 12863 

Motor carriers; 

Temporary authority applica¬ 
tions . 12864 

Transfer proceedings _ 12866 


LABOR DEPARTMENT 

See Employment Standards Ad¬ 
ministration; Manpower Ad¬ 
ministration. 

LAND MANAGEMENT BUREAU 
Notices 

Outer Continental Shelf; oil and 
gas leasing: 

Central Gulf of Mexico_ 12820 

Withdrawal and reservation of 
lands, proposed, etc.: 

Nevada; correction_ 12820 

MANAGEMENT AND BUDGET OFFICE 
Notices 

Clearance of reports: list of re¬ 
quests . 12860 


MANPOWER ADMINISTRATION 
Notices 

Employment transfer and busi¬ 
ness competition determinations 
under Rural Development Act- . 12862 

NATIONAL AERONAUTICS AND SPACE 
ADMINISTRATION 
Notices 

Meetings; 

Research and Technology Advi¬ 
sory Council _ 12857 

NATIONAL HIGHWAY TRAFFIC SAFETY 
ADMINISTRATION 
Rules 

Motor vehicle safety standards: 

Brake systems, air_ 12797 

NATIONAL OCEANIC AND ATMOSPHERIC 
ADMINISTRATION 
Notices 

Coastal zone management pro¬ 
grams: hearing on environ¬ 
mental statement for Washing¬ 
ton State_ 12824 

NATIONAL PARK SERVICE 
Rules 

Oversand vehicle regulations: 

Cape Cod National Seashore... 12789 

Proposed Rules 

Camping requirements; Yosemlto 


National Fork. Calif.. 12806 

Notices 

Meetings: 

Golden State National Recrea¬ 
tion Area Advisory Commis¬ 
sion; relocation.. 12824 

NATIONAL SCIENCE FOUNDATION 
Rules 

Freedom of information -. 12793 


Proposed Rules 

Inventions, disposition of rights.- 12819 

NAVY DEPARTMENT 
Rules 


Freedom of Information_ 12776 

Notices 

Navy Resale System Advisory 
Committee: 1974 report of 
closed meetings_ 12820 


NUCLEAR REGULATORY COMMISSION 
Notices 

Applications, etc.: 

Barnwell Nuclear Plant _ 12858 

Florida Power & Light Co __ 12858 

Omaha Public Power District— 12859 
Puget Sound Power & Light Co., 
et al_ ... 12859 


PRESIDENTIAL CLEMENCY BOARD 
Rules 

Administrative procedures; sub¬ 
stantive standards_ 12763 

PUBLIC HEALTH SERVICE 
Rules 

Nursing special project grants. 12791 


SECURITIES AND EXCHANGE 
COMMISSION 

Notices 

Hearings, etc.: 

Consolidated Natural Gas Co.. 

et al._. 12860 

Equity Funding Corp. of 

America_... 12861 

Industries International, Inc.. 12861 

KMS Industries Inc_ 12861 

Westgate California Corp_ 12861 

Zenith Development Corp_ 12861 


SMALL BUSINESS ADMINISTRATION 
Notices 

Applications, etc.: 

CAL-WEST Capital Corp. 12862 

Hanover Capital Corp _ 12862 

Meetings: 

Jackson District Advisory Coun¬ 
cil . 12862 

Marshall District Advisory 

Council _ 12862 

TRANSPORTATION DEPARTMENT 

See Federal Aviation Administra¬ 
tion; National Highway Traffic 
Safety Administration. 

TREASURY DEPARTMENT 

See Alcohol, Tobacco, and Fire¬ 
arms Bureau; Customs Service. 
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list of cfr ports affected 


The following numerical guide is a U*t of the parts of each title of the Code of Federal Regulations affected by documents published in today's 
issue. A cumulative list of parts affected, covering the current month to date, follows beginning with the second issue of the month. 

A cumulative guide is published separately at the end of each month. The guide lists the parts and sections affected by documents published 
since January l, 1974. and specifies how they are affected. 


2 CFR 

101_ 

_ 12764 

102_ 

_ 12766 

201__ 

... . 12767 

202_... 


5 CFR 

213 (3 documents) 

__ 12767 

7 CFR 

2_..._• -_ 

.. _ 12798 


910_ 12799 

1421 (2 documents)_ 12799. 12803 


Proposed Rules: 

271.. 

. 12806 

275. 

12306 


9 CFR 


72 _ 12768 

73 . 12768 

74 _ 12768 


82 _ _ _ 

12763 

13 CFR 

301_ __ 

. 12769 

14 CFR 

39 (5 documents)__ 

12771-12773 

71 . ... 

_ 12774 

Proposed Rules: 

39.. 

_ 12809 

71 <4 documents)__ 

12810. 12811 


16 CFR 

13 (3 documents). . 12774. 12775 

Proposed Rules: 

Chapter n - 12811 

18 CFR 

Proposed Rules: 

3 ...-. 12817 

141 ...... 12818 

260 _ 12817 

19 CFR 

153 _ 12778 

21 CFR 

Proposed Rules: 

3 _ 12809 

334. 12902 

335-. 12902 

336 . 12902 

337.-. . 12902 

27 CFR 

6.. _ 12776 

32 CFR 

701 . 12776 


36 CFR 

Proposed Rules: 

7- 12806 

40 CFR 

52 (3 documents. 12813-12815 

41 CFR 

114-3- 12790 

42 CFR 

57. 12791 


45 CFR 

612_ 12793 

Proposed Rules: 

650__12819 


47 CFR 

0 _^_ 12796 

76 ...-. 12796 

Proposed Rules: 

21 __ 12816 

43 ... 12816 

61. ...- 12816 


49 CFR 

571 __ 12797 
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CUMULATIVE LIST OF PARTS AFFECTED—MARCH 

The following numerical guide is a list of parts of each title of the Code of 
Federal Regulations affected by documents published to date during March. 


l CFR 


7 CFR—Continued 


12 CFR—Continued 


301 ... 10441 

302 .... 10442 

304—...- 10442 


2 CFR 

101 . 12764 

102 . 12766 

201 — .—.. . 12767 

202 . 12767 


3 CFR 

Proclamations: 


3279 (Amended by Proc. 4355) _ 10437 

4313‘Amended by Proc. 4353) _ 8931. 

10433 

4345 < Amended by Proc. 4353) _ 8931, 

10433 

4353 .. 8931, 10433 

4354 .. 10435 

4355 .-.... 10437 


Executive Orders: 


Dec. 9. 1920 (Revoked in part by 

PLO 5491) .—. 11727 

10973 (Amended by E.O. 11841)... 8933 
11803 (Amended by E.O. 11842).. 8935 

11837 (Amended by E.O. 11842) _ 8935 

11841.. ._ 8933 

11842 .... 8935 

11843.. . 12639 


5 CFR 

180 . 12251 

213 _ 8937, 

10655,11705,11859,12251,12767 

752 . 12251 

2401.. . 10951 


7 CFR 

2.. 

20.. 

63. 

68_ 

106_ 

271-. 

272_ 

301__ 

354.. 

401.., 

612.. 

620.. 

621.. 

622_ 

623 _ 

624 .. 

650. 

905_ 

907 _ 

908 .. 

910.. 

944. 

966... 

971_ 

982. 


_ 12798, 

.. 11345 

.. 11535 

- 10472 

_ 11860 

_ 8937,10165 

8937 

II W<B,Yl705, 12469 

__ 12646 

.. 8770. 8771 

. 12067 

__ - 12472 

_ 12473 

. 12475 

. 12480 

- 12480 

~. 10951 

- 11345, 12646 

. 10474, 11706. 12647 

... 8772. 12648 

. 10655, 11860, 12799 

_ 11346 

.. 10953 

_ 10165 

.. 8773 


984. 12481 

1207_ 11860 

1421.. 12799, 12803 

1801.---10953 

1806. 10953 

1813_ 11707 


Proposed Rules: 


25 _•- 

.- 8824 

25 A .. 

.. 8824 

29- ... 

_ 10190 

52 .. 

. 12092 

102. 

_ 11728 

210_ 

_ 10192 

220.. 

. 11729 

271 . . 

10481. 12806 

275. 

_ 12806 

908_ ___ 

. . 11587 

911. 

. - 11876 

915_ 

_ 11876 

916_ _ 

. 11729 

917-._ . 

_ 11729 

959 .. 

... . 10996 

1094 _ 

. 11878, 12660 

1096. . 

_ 11879 

1464 _ * _ .. 

. 10192, 12670 

1701 _ 

. 10192. 11357 

8 CFR 


Proposed Rules: 


242 _ 


9 CFR 


72 .. 

_ 12768 

73 ... 

. 8938, 12768 

74 ... 

. 12768 

78 ... 

. 8773 

82. —__ 

11861, 12768 

97 ___ 

. 11346 

91 _ 

_ 10443 

113 . 

- 8774. 11587 

304. ___ 

_ 11346 

305 .-.-. 

. 11346 

317 _ __ _ _ 

11346, 11347 

381.. . . . 

. 11347 

Proposed Rules: 


11_ —. 

_ 12514 

112. 

. 11879 

113 . 

11587, 11879 

317 _ 

_ 10191 

381 ... 

. 10191 

10 CFR 


Ch. I . .. 

_ 8774 

202. 

. 11707 

211 __ 

10165. 10444 

212 __ 

_ 10444 

661 . 

. 10953 

C1l 111 __ 

_ 8794 

Rulings: 


1975-2 . 

_ 10655 

Proposed Rules: 


2 . 


21 _ 


31 .. 


35 .. 

.. 8832 

40 _ 


210.. 

. 10195.11363 

212 .. 


213-. 

. 12287 

12 CFR 


22.. 

- 12068 

Ch. II_ 


217. . 

. 12251 


225. 

250_ 

270.. 

272. 

309_ 

329-.. 

545.. 

556.. 

563 _ 

564 .. 

584.... 

602_ 

701.. 

708.. 

720___ 

Proposed Rules 

11.. 

205 _ 

206 . 

335., 

531. 

541. 

544- .. 

545- .... 

552.. 

701.. 

706 .. 

707 _ 

745. 


. 11710 

. 12252 

.. 10661 

.*._ 10661 

. 11547 

. 11711 

8795, 11548, 11711 

—. 12482 

. 12483 

__ 10449 

.. 11712 

. 10450 

. 8938 

. 10167 

. 10450 


.. 10602 

-. 11739 

. 10322 

_ 10376 

. 11363 

. 12113 

_ 12113, 12121 

.* 12113, 12121 

. 12113 

_ 8967 

..12124 

_ 12125 

. 8967 


13 CFR 

114 . 10661 

301 . 12769 

305 . 12483 

314 12484 

Proposed Rules: 

107 . 11740 

121. __ 10486. 12125 


14 CFR 

39.. 8795. 8796, 8937. 10450, 10661, 10662, 
10951, 11549. 11550, 11861, 11862. 
12068. 12252, 12484, 12771-12773 
71. 8796, 8797, 10169-10172, 10662, 10663. 
10951. 11550, 11551, 11712, 11862, 
11863, 12110, 12252, 12253, 12485. 
12649, 12774 


73... 8940. 10663. 12110 

91_ 10451. 12253 

95. 12485 

97__ 10451, 11712, 12649 

121..-.- 10173 

139. 11713 

288_ 10174, 10663 

302.. 10967 

310- 10663 

311. 10664 

Proposed Rules: 

21_ 10802 

23—. 10802 

25.. 10802 

27..-. 10802. 12518 

29-. 10802, 12518 

31. 10802 

33_ 10802 

35_ 10802 

37. 11002 

39.. 11003, 11596, 12809 
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rules and regulations 


**ct»on of tilt FEDERAL REGISTER contains rtfulttory documents having general applicability and legal effect most of which are 
keyed to and codified In the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U.S.C* 1510. 

The Code of Federal Regulations Is sold by the Superintendent of Documents. Prices of new books are listed In the first FEDERAL 
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THIe 2—Clemency 

CHAPTER I—PRESIDENTIAL 
CLEMENCY BOARD 

ADMINISTRATIVE PROCEDURES AND 
SUBSTANTIVE STANDARDS 

The Presidential Clemency Board pub¬ 
lished its proposed administrative pro¬ 
cedures and subslanttve standards on 
November £7. 1074 (39 PR 41351). 8ince 
that time, the Board has considered the 
first military cases before It, and has had 
the benefit of more than 40 comments on 
its proposed regulations With the benefit 
of this additional experience and these 
comments, the Board publishes the final 
regulations setting out its procedures 
and standards. 

It is the intent of the Board to provide 
notice to the public of the standards it 
uses to make recommendations to the 
President concerning individual applica¬ 
tions for clemency. The Board also 
wishes to ensure equity and consistency 
for applicants under the President’s 
clemency program. 

Because It Is a temporary organiza¬ 
tion within the White House Office, the 
sole function of which Is to advise the 
President with respect to the exercise of 
his constitutional power of executive 
clemency, the Board does not consider it¬ 
self formally bound by the Administra¬ 
tive Procedure Act. Nonetheless, within 
the time and resource constraints gov¬ 
erning it, the Board wishes to adhere as 
closely as possible to the principles of 
procedural due process. The administra¬ 
tive procedures established in these reg¬ 
ulations reflect this decision. 

The Board may publish changes in In¬ 
dividual sections as it deems necessary. 
The Board welcomes continuing com¬ 
ment on problems which may arise in the 
application of particular sections of 
these procedures and invites recommen¬ 
dations on how best these problems may 
be resolved. 

Several dozen technical changes have 
been made in these regulations in re¬ 
sponse to new circumstances that were 
presented to the Board. Some clarify sig¬ 
nificantly the rights and procedures 
available to applicants. The following is 
an explanation of those changes which 
seem to the Board to be most significant: 

Jurisdiction . Section 101.3 has been 
added in order to incorporate the criteria 
for determining whether or not a person 
is eligible for consideration by the Presi¬ 
dential Clemency Board. It restates the 
criteria established in Proclamation 4313 
(Announcing a Program for the Return 
of Vietnam Era Draft Evaders and Mili¬ 
tary Deserters) and repeated In Execu¬ 
tive Order 11803 (Establishing a Clem¬ 
ency Board • • •). 


Remedies. 8ection 101.4 has been 
added to explain the remedies available 
from the Presidential Clemency Board. 
It states the authority with which the 
Board is vested by Executive Order 
11803, Issued pursuant to Proclamation 
4313. 

A Presidential pardon restores those 
federal civil rights lost as a result of a 
felony conviction. State law recognizes 
Presidential pardons as a matter of com¬ 
ity. usually restoring the right to vote 
In federal and state elections, to hold 
public office, and to obtain licenses for 
trades and professions from which con¬ 
victed felons are barred under state law. 
Since conviction by military court- 
martial is treated as a felony conviction 
by many states, and since an Undesir¬ 
able Discharge may have the same con¬ 
sequences as n court-martial conviction, 
the benefits of a pardon apply to former 
servicemen as well as to civilian draft 
evaders. 

A Clemency Discharge neither en¬ 
titles Its recipient to veterans benefits 
nor bars his receiving those benefits to 
which he is otlierwise entitled. The Vet¬ 
erans Administration and other agencies 
may extend veterans’ benefits to some 
holders of a Clemency Discharge, but it 
is contemplated that most will not re¬ 
ceive veterans benefits. 

Availability of flics to applicant and 
his representative . Section 101.7(c) clari¬ 
fies which files an applicant and his 
representative have a right to sec. At 
the offices of the Board, information col¬ 
lected by the Board Independently of 
any other government agency is readily 
available to an applicant or his repre¬ 
sentative. All files obtained from other 
agencies are available to the extent not 
barred by the rules of the agency own¬ 
ing the file. For example, the Selective 
Service 8ystcm file is available to him 
and his representative. Files from an¬ 
other agency are cited in a summary 
when they are used as the basis of state¬ 
ments in that summary. Reason for 
denial of access to any of these files is 
stated in writing upon request. 

This subsection is In response to com¬ 
ments that §$ 201.5(b) and 201.6(c), 
read together, were either unclear or 
overbroad. 

Completed case summary . The com¬ 
pleted case summary consists of the 
initial case summary, amendments as 
described in the || 101.8 (c) and (e), 
and the materials submitted by the ap¬ 
plicant and his representative as de¬ 
scribed in 1101.8(b). Where, In the 
opinion of the Board, there is a conflict 
of fact, false statement, or omission ma¬ 
terial to the Board’s consideration of an 
aggravating or mitigating circumstance. 


as specified in I! 102.3 and 102.4. the 
case is tabled. The action attorney is in¬ 
structed to obtain additional facts. 

This is in response to comments from 
the private bar. 

Hearing before the Board . Subsectionr 
101.9<c) provides for a personal appear¬ 
ance as a matter of right if an applicant 
can show that an oral presentation is 
necessary to the Board’s understanding 
of a mitigating circumstance or an ag¬ 
gravating circumstance which applies to 
his case. The Board has provided a right 
to personal appearance in response to 
several comments. 

Reconsideration. Subsection 101.11(b) 
has been amended in order to add stand¬ 
ards which must be met If the Board is 
to consider an applicant's petition for 
reconsideration. In the proposed regu¬ 
lations, consideration of such petition by 
the Board was a matter of discretion. 
This amendment limits the circum¬ 
stances under which reconsideration 
will be granted, but provides that when 
an applicant shows that any of those 
circumstances are present, reconsidera¬ 
tion will be granted as a matter of right. 

Transmittal to other agencies of Pred- 
dential decisions. Section 101.12 provides 
that grants of immediate pardon by the 
President are transmitted formally to 
other government agencies, as appropri¬ 
ate. Pending completion of the alterna¬ 
tive service requirement, grants of con¬ 
ditional clemency are communicated to 
another federal agency only to the extent 
this information is necessary for the 
agency to perform its functions under 
the clemency program or for other nec¬ 
essary action respecting the applicant. 
Upon completion of alternative service, 
notification of the pardon Is forwarded 
to all appropriate agencies. Denials of 
clemency by the President arc held con¬ 
fidential by the Board. 

The intent of this sccUon. adopted here 
in response to several comments is that 
a person who applies for clemency should 
not be prejudiced in his pursuit of other 
remedies through the military services’ 
discharge review processes or elsewhere. 

Other remedies available to applicant. 
Section 101.15(b) requires that Board 
staff inform both applicants to the Board 
and persons who Inquire about the 
clemency program, but are clearly not 
under the Board's jurisdiction, of the 
remedies available to them under mili¬ 
tary discharge review processes and 
through the Judiciary. Applicants to the 
Board or to one of the other agencies 
administering part of the clemency pro¬ 
gram may pursue such other remedies 
simultaneously or subsequently to, or in¬ 
stead of their remedies under the clem¬ 
ency program. The Board’s staff informs 
them of their other options. 
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Aggravating and mitigating circum¬ 
stances. Sections 102.3 &nd 102.4 contain 
new aggravating and mitigating circum¬ 
stances which the Board deems material 
to its decisions. 

The Board notes that it has seen a 
number of cases of persons who behaved 
with valor during combat, but then com¬ 
mitted AWOL offenses because of mental 
stress caused by combat. The Board calls 
attention to this mitigating circum¬ 
stance as one which it considers particu¬ 
larly important in some cases. 

A number of comments from the pri¬ 
vate bar have suggested that the Board 
should add as a mitigating circumstance 
“evidence that an applicant would prob¬ 
ably have obtained & Selective Service 
status or military discharge or reassign¬ 
ment beneficial to him, but failed to ap¬ 
ply due to lack of knowledge or confu¬ 
sion/' Mitigating circumstances #1, 8. 
and 9, in conjunction, are adequate to 
meet this problem. 

Calculation of length of alternative 
service. Subsection 102.5(0 has been 
added in order to make clear the Board’s 
decision that the initial baseline period 
of alternative service for applicants with 
Undesirable Discharges is three <3> 
months. 

Eligibility of clemency recipients for 
military discharge review remedies. The 
Presidential Clemency Board notes, al¬ 
though the matter is not one for inclu¬ 
sion In its regulations, that it has 
received numerous comments which as¬ 
sume that a recipient of executive clem¬ 
ency under the Presidents clemency 
program is ineligible for consideration 
under the military services* discharge 
review processes. 

Tills is incorrect. Any applicant to the 
Board for executive clemency may also 
seek review of his discharge through one 
of the military services* discharge re¬ 
view boards or boards for the correction 
of military records. Applying to the 
Board does not exclude a former service¬ 
man from the Jurisdiction of the military 
services* boards, nor does it preclude the 
remedies which are available from those 
boards. 

The Presidential Clemency Board 
notes that a veteran who receives a 
Clemency Discharge through the Board 
may subsequently seek, according to the 
Department of Defense, an upgrading of 
that discharge through the military serv¬ 
ices’ normal discharge review processes. 

This chapter will become effective 
Immediately. 

Issued in Washington. D.C. on March 
18. 1975. 

Charles E. Goodell, 
Chairman. Presidential Clem¬ 
ency Board, The White House. 

1. Part 101 is added to read as follows: 

PART 101—ADMINISTRATIVE 
PROCEDURES 

Sec 

101.1 Purpose end scope. 

101 2 General definitions. 

101.3 Jurisdiction. 

1014 Remedies. 

101.5 Initial filing. 

101 6 Application form. 


Sec. 

101.T Asaigrynent of Action Attorney and 
case number, and determination of 
Jurisdiction. 

101.8 Initial case summary. 

101.9 Consideration before the Board. 

101.10 Recommendations to the President. 

101.11 Reconsideration. 

101.12 Transmittal to other agencies of 

clemency decisions. 

101.13 Confidentiality of communications. 

101.14 Representation before the Board. 

101.15 Requests for information about the 

Clemency Program. 

101.10 Postponement of Board considera¬ 
tion and of the start of alternative 
service. 

Appendix A: Application kit. 

Appendix B: Proclamation 4313. 

Appendix C: Executive Order 1180Q. 

Authowtt: Executive Order 11803, 39 FH 
33297, as amended. 

§ 101.1 Purpose and scope. 

This part establishes the procedures 
of the Presidential Clemency Board. 
Certain other matters are also treated, 
such as the assistance to be given to in¬ 
dividuals requesting determinations of 
Jurisdiction, or requesting information 
respecting those parts of the Presidential 
Clemency' Program which arc adminis¬ 
tered by the Department of Defense and 
the Department of Justice under Presi¬ 
dential Proclamation 4313 (39 FR 332931. 

g 101.2 (»t ncrnl definition*. 

“Action attorney” means an attorney 
on the staff of the Board who is assigned 
an applicant's case. 

•'Applicant’* means an individual who 
invokes the Jurisdiction of the Board, 
and who has submitted an Initial filing. 

“Board” means the Presidential 
Clemency Board as created by Executive 
Order 11803 (39 PR 33297) or any duly 
authorised panel of that Board. 

§ 101.3 Juri*clielion. 

Jurisdiction lies with the Board with 
respect to a particular person if such 
person applies to the Board not later 
than March 31,1975 and: 

(a) He has been convicted for failure 
under the Military’ Selective Service Act 
(50 App. U.S.C. 462) or any rule or regu¬ 
lation promulgated thereunder to register 
or register on time, to keep the local 
board Informed of his current address, 
to report for or submit to preinduction or 
induction examination, to report for or 
submit to induction itself, or to report for 
or submit to, or complete (alternative) 
service under section 6(J> of the Act for 
offenses committed during the period 
from August 4, 1964 to March 28, 1973, 
inclusive; or 

(b) He has received a punitive or 
undesirable discharge as a consequence 
of offenses under Article 85 (desertion). 
86 (AWOL), or 87 (missing movement) 
of the Uniform Code of Military Justice 
(10 U.S.C. 885. 886, 887) that occurred 
between August 4, 1964 and March 28. 
1973, inclusive, or is serving a sentence of 
confinement for such violation. 

(c) Jurisdiction will not lie with re¬ 
spect to an individual precluded from 
re-entering the United States under 8 
U.S.C. 1182(a) (22) or other law. 


§ 101.1 Rentrtlu**. 

(a) The Board is empowered only to 
make recommendations to the President 
on clemency applications. The Board has 
no final authority of Its own. The Board 
may recommend to the President that he 
take one or more of the following actions: 

d) Grant an unconditional pardon 
without a requirement of alternative 
service: 

(2) Grant an unconditional pardon 
upon the satisfactory completion of a 
specified period of alternative service 
not to exceed 24 months; 

(3) Grant a clemency discharge in 
substitution for n Dishonorable. Bad 
Conduct, or Undesirable Discharge ; 

(4) Commute the sentence; or 

(5) Deny' clemency. 

(b) In unusual circumstances and as 
authorized by Executive Order 11803, the 
Board may make other recommenda¬ 
tions as to the form that clemency should 
take. This shall only be done in order to 
give full effect to the intent and purposes 
of the Presidential Clemency program. 

§ 101.5 Initial filing. 

(a) In order to comply with the re¬ 
quirements of Executive Order 11803, as 
amended, an individual must make an 
initial filing to the Board not lafer than 
March 31.1975. The Board considers suf¬ 
ficient os an initial filing any w’ritten 
communication postmarked not later 
than March 31. 1975, and received by 
the Board, the Department of Justice, 
the Department of Defense, the Depart¬ 
ment of Transportation, or the Selective 
Service System. In the communication 
an Individual or his representative must 
request consideration of the individual's 
case or raise questions which evidence 
a serious interest in applying for the 
program. Oral applications m&dc not 
later than March 31.1975 are considered 
sufficient if reduced to writing, and post¬ 
marked not later than May 31,1975. 

(b) If an initial filing is made by a 
representative, the case is not considered 
by the Board unless and until the appli¬ 
cant submits a written confirmation of 
his clemency application. This confirma¬ 
tion by the applicant may be sent either 
directly or through a representative, but 
it must be mailed not later than May 31. 
1975. A statement by an attorney that he 
is acting on behalf of an applicant is suf¬ 
ficient. Applications by a representative 
on behalf of an applicant may be con¬ 
sidered by the Board where good cause is 
shown why the applicant is unable to 
apply. 

§ 101.6 Application form. 

(a) Upon receipt of an Initial filing, a 
member of the Board’s staff makes a de¬ 
termination of probable Jurisdiction. 
Persons who are clearly beyond the 
Board's Jurisdiction are so notified in 
writing. A person who questions this de¬ 
termination should promptly wTite the 
General Counsel. Presidential Clemency 
Board. The White House. Washington. 
D.C. 20500, stating his reasons for ques¬ 
tioning the determination. The General 
Counsel of the Board makes the final de¬ 
termination of probable Jurisdiction and 
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so notifies the applicant or his repre¬ 
sentative in writing stating the reasons 
why. In doubtful cases, a final determi¬ 
nation of jurisdiction is made by the 
Board. 

(b) A person who has been notified 
that jurisdiction does not lie in his case 
is considered as having made a timely 
filing If the final determination is that 
the Board has jurisdiction over his case. 

(c) A person who is within the Juris¬ 
diction of the Board is sent an applica¬ 
tion form. Information about the Presi¬ 
dential clemency program, instructions 
for the preparation of the application 
form, a statement describing the Board’s 
procedures and method of determining 
cases, and a list of volunteer counseling 
services. 

(d) The person is urged to return the 
completed application form to the Board 
as soon as possible. Completed applica¬ 
tion forms must be postmarked within 
sixty (60) days of the time they were 
mailed by the Board, in order to qualify 
for the Board’s consideration as a matter 
of right. 

§ 101.7 Alignment of Action Attorney, 
number, ami determination of 
junMiirtion. 

(a) Upon receipt by the Board of the 
completed application form or of infor¬ 
mation sufficient for the Board to re¬ 
quest the records and files specified in 
paragraph (b) of this section, the ap¬ 
plicant’s case is reviewed for preliminary 
determination of the Board s jurisdic¬ 
tion. If it appears that the Board has 
Jurisdiction over the case, a file is opened 
and a case number assigned. The Board 
will then request from all appropriate 
government agencies the relevant rec¬ 
ords and files pertaining to the appli¬ 
cant’s case. 

<b) In normal circumstances, the rel¬ 
evant records and files for civilian cases 
are the applicant’s files from the Bu¬ 
reau of Prisons and information that he 
has sent to the Board. For military cases, 
they will include the applicant’s military 
personnel records, military clemency 
folder, record of court martial, if any. 
and information that the applicant has 
sent to the Board. Applicants and their 
representatives have the right to request 
that the Board consider other pertinent 
files. The Board will attempt to comply 
with these requests. 

(c) At the offices of the Board, infor¬ 
mation collected by the Board inde¬ 
pendently of any other agency is readily 
available to an applicant or his repre¬ 
sentative. All files obtained from other 
agencies are available to the extent not 
barred by the rules of the agency ow ning 
the file. Files from another agency are 
cited in a summary when they are used 
as the basis of statements in that sum¬ 
mary. Reason for denial of access to any 
of these files is stated in wilting upon 
request. 

<d> Where the initial filing contains 
adequate information, the Board staff 
may assign a case number and request 
records and files prior to receipt of the 
completed application form. 

(e) If the Action Attorney determines 
that the Board does not have Jurisdic¬ 


tion in a particular case, he promptly 
notifies the applicant or his representa¬ 
tive in writing, stating the reasons for 
such a determination. 

<f) An applicant or his representative 
who questions this adverse determination 
of jurisdiction should write the General 
Counsel of the Board in accordance with 
the provisions of i 101.6(a). 

§101.8 Initial cum* tutmnury. 

(a) Upon receipt of the necessary rec¬ 
ords and files, the Action Attorney pre¬ 
pares an initial case summary of the ap¬ 
plicant’s case. The files, records, and any 
additional sources used in preparing the 
initial case summary are listed. No other 
material Is used. The Initial case sum¬ 
mary includes the name and business 
telephone number of the Action Attorney 
who may be contacted by the applicant 
or his representative. 

(b) The initial case summary Is sent 
by certified mall to the applicant or his 
representative. The summary is accom¬ 
panied by an instruction sheet describing 
the method by which the summary was 
prepared and by a copy of the guidelines 
used by the Board for the determination 
of cases. Applicants are encouraged to 
review the initial case summary for ac¬ 
curacy and completeness and advised of 
their right to submit additional sworn 
or unsworn material. Additional material 
may be submitted in any length. Nothing 
over three (3) single-spaced, typewritten, 
letter-sized pages in length is read ver¬ 
batim to the Board. Where necessary, 
therefore, an applicant should summa¬ 
rize his additional material to comply 
with this verbatim presentation require¬ 
ment. If this is not done, the Action 
Attorney does so. 

(c) At any time before Board consid¬ 
eration of his case, an applicant may sub¬ 
mit evidence of inaccurate, incomplete, 
or misleading Information in the com¬ 
plete Board flic or other files. This In¬ 
formation Is incorporated In applicant’s 
Board file. 

<d> An applicant's case is ready for 
final consideration by the Board not 
sooner than thirty (30) days after the 
initial case summary is mailed to the 
applicant. Material which amends or sup¬ 
plements the applicant's initial case sum¬ 
mary must be postmarked within this 
thirty <30) day period to ensure that it 
Is considered. An applicant’s request that 
this thirty (30) day period be extended 
is liberally granted by the Action Attor¬ 
ney, If the request Is received prior to 
Board action and Is reasonable. 

<e) Upon receipt of the applicant’s re¬ 
sponse to the initial summon’, the Action 
Attorney notes all such amendments, sup¬ 
plements, or corrections on the initial 
summary submitted by the applicant or 
his representative. All such amendments 
are attached to the initial case summary 
with notation by the Action Attorney of 
any discrepancies of fact which in his 
opinion remain unresolved. The complete 
case summary consists of the Initial sum¬ 
mary, amendments as described in para¬ 
graph (c) and this section, and the ma¬ 
terials submitted by the applicant and 
his representative as described in para¬ 
graph <b) of this section. 


(f) Where, in the opinion of the Board, 
there is a conflict of fact, false state¬ 
ment, or omission material to the Board’s 
consideration of an aggravating or miti¬ 
gating circumstance, as specified in 
I § 102.3 and 102.4, the cose ls tabled. The 
Action Attorney is then Instructed to ob¬ 
tain additional facts. 

§ 101.9 Conftiilcration before the Board. 

(a) At a regularly scheduled meeting 
of the Board, an applicant’s case Is con¬ 
sidered. The Board may provide by rule, 
however, that cases will be initially con¬ 
sidered by panels of not less than three 
Board members. Any cose may be 
brought before a majority of the full 
Board for consideration at the request 
of a panel member. Panel recommenda¬ 
tions will be considered and approved by 
a majority of the full Board. 

(b) The Action Attorney presents to 
the Board a brief statement of the com¬ 
pleted case summary and. as provided 
in I 101.8(b), the material submitted by 
the applicant. 

(c) The Board grants a personal ap¬ 
pearance to an applicant and his rep¬ 
resentative if they can show in a written 
statement that such an appearance is 
necessary to the Board s understanding 
of the applicant’s case. The Board con¬ 
siders each request for an oral presen¬ 
tation at a regular meeting and informs 
the applicant and his representative 
whether or not his request has been 
granted. 

(d> Any oral presentation granted by 
the Board shall not exceed a reasonable 
period of time. Neither applicant nor his 
representative may be present when the 
Board begins deliberations, but should 
remain available for further consulta¬ 
tion immediately thereafter. 

(e> After due deliberation the Board 
decides upon its recommendation to the 
President listing the factors it considered 
in making its recommendatlQn. 

§ 101.10 HecommcndationN lo llie Prt**- 
idetit. 

(a) At appropriate Intervals, the 
Chairman of the Board submits to the 
President certain master warrants list¬ 
ing the names of applicants recom¬ 
mended for executive clemency and a 
list of the names of applicants consid¬ 
ered by the Board but not recommended 
for clemency. The Chairman will also 
submit such terms and conditions for 
executive clemency, if any, that have 
been recommended in each case by the 
Board. 

(b) Following action by the President, 
the Board sends notice of such action 
In writing to all applicants whose 
names were submitted to the President. 
Each applicant is sent a list of the miti¬ 
gating and aggravating circumstances 
decided by the Board to be applicable 
in his case. 

§ 101.11 Htf'rotiAidrrnlion. 

(a) An applicant may ask the Board 
for reconsideration of his case. Petitions 
for reconsideration, including any sup¬ 
plementary material, must be post¬ 
marked within thirty (30) days of Board 
mailing specified in f 101.10(b). 
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<b) At a regularly scheduled Board 
meeting, a majority of the Board being 
present. It will reconsider the applicant's 
case If the applicant's petition shows one 
or more of the following: 

<1> New fact, material to the disposi¬ 
tion of his case, which the Board had 
not previously considered, provided that 
the applicant explains to the Board's 
satisfaction why such facts were not sub¬ 
mitted earlier. New facts are, for purposes 
of this section, considered material only 
if they relate to presence or absence of 
an aggravating circumstance under 
* 102.3 or of a mitigating circumstance 
under f 102,4, or to calculation of length 
of alternative service under 9 102.5, 

(2) Factual error, in the complete ease 
summary or other document considered 
by the Board that was material to the 
Board's disposition of his case and detri¬ 
mental to him; or 

(3) Procedural error that was material 
to the Board disposition of his case and 
detrimental to him. 

(c> The Board may at its discretion 
permit an applicant or his representative 
a reasonable period of time to present 
before the Board an oral statement. The 
provisions of 9 101.9 apply to any request 
for a personal appearance. 

(d> After due deliberation, the Board 
may: 

(1) Leave unchanged its original rec¬ 
ommendation : 

<2* Where executive clemency was not 
granted, recommended to the President 
that he grant it in accordance with such 
terms and conditions as may be appro¬ 
priate; 

(3) Where executive clemency was 
granted, recommend to the President 
that he diminish the length of alternative 
service on which the grant of clemency 
has been conditioned or immediately 
grant a full and unconditional pardon. 

(e> Applicants requesting reconsider¬ 
ation are so notified In writing of the 
Board's decision, together with the 
reasons. 

g 101.12 Tinnamitlal lo other ngcncic* 
of rlcmenrr decision*. 

fa) The Chairman of the Board may 
forward for further action to the Secre¬ 
taries of the Army. Navy, and Air Force, 
the Secretary of Transportation, the Di¬ 
rector of the Selective Service System, 
and the Attorney General as appropri¬ 
ate. only such Information about the 
President's decision os is necessary in the 
Board's judgment for the agency to per¬ 
form Us functions under the President's 
clemency program or for other necessary 
action respecting the applicant. 

(b) A decision by the President to deny 
executive clemency to a person who has 
fully discharged his obligations under the 
law for ills offense is not transmitted by 
the Board to any other agency of the 
United States Government or to any 
other person, public or private, except 
the applicant or his representative. 

§ 101.13 Confidentiality of communica¬ 
tion*. 

(a) In order to have his case consid¬ 
ered by the Board, an applicant need 
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submit only information sufficient for a 
determination of jurisdiction and for the 
retrieval of necessary official records and 
files. The application form requires the 
applicant's name, date of birth, selective 
service number, military branch and 
service number, if applicable, informa¬ 
tion concerning the draft evasion offense 
or absence-related military offense, and 
the disposition thereof, and the mailing 
address and telephone number of either 
the applicant or his representative. 

<b) The Board takes all steps in its 
power to protect the privacy of ap¬ 
plicants nnd potential applicants to the 
Presidential clemency program. No per¬ 
sonal information concerning an ap¬ 
plicant or potential applicant is released 
by the Board unless disclosure is neces¬ 
sary for the proper functioning of the 
Board (e g., to the Selective Service Sys¬ 
tem so that alternative service may be 
performed) or unless required by law. 

(1) Information which reveals com¬ 
mission of a serious crime, unrelated to 
any offense subject to the jurisdiction of 
the Presidential clemency program is 
forwarded to the appropriate authorities. 

(2) As required by law. the name (but 
only the name) of a recipient of clem¬ 
ency is released to the public. 

<c> Ail personal information obtained 
by the Board in the course of reviewing 
an applicant's case, except information 
obtained from other agencies, is sealed 
by the Board. This happens when the ap¬ 
plicant has received his pardon from the 
President or when the Board’s operations 
terminate, whichever Is earlier. 

<d) Upon announcement of the Presi¬ 
dent’s disposition of a cose, the Board 
may publish a summary of that case 
after the removal of all information 
likely to identify the individual. 

g 101.14 Representation before the 
Board. 

(a) Although an applicant may bring 
his case before the Board without a rep¬ 
resentative, each applicant is advised of 
his right to representation and encour¬ 
aged to seek counsel experienced in mili¬ 
tary or selective service law. A repre¬ 
sentative need not be an attorney, 
although legal counsel is recommended 
to applicants. The Board staff advises 
applicants of those private sources 
which are available to provide counsel¬ 
ing. 

§ 101.13 Rcfpieat* for information about 
the Clemency Program. 

(a) Upon receipt by the Board of a re¬ 
quest for information from an individual 
clearly not within the jurisdiction of the 
Board, the Board's staff attempts to de¬ 
termine his eligibility for any other part 
of the Presidential clemency program. If 
requested, the Board attorney preserves 
the confidentiality of the individual's 
location. 

(b) A member of the Board’s staff also 
informs any individual of other reme¬ 
dies available to him, including those 
from the Departments of Justice and 
Defense and through Judicial processes. 


§ 101.16 Po*tponcmcnt of Board con¬ 
sideration and of the start of alter¬ 
native Mfvicf, 

(a) An applicant may request that 
the Board defer consideration of his case 
for a reasonable period of time. Such de¬ 
ferments are liberally granted provided 
that they do not result in an undue dis¬ 
ruption of the Board's operations or de¬ 
lay the final termination of the Board’s 
operations. 

(b) An applicant who has been granted 
executive clemency conditioned upon a 
period of alternative service may ask 
for the postponement of the beginning 
of his period of alternative service for a 
reasonable period of time. The reasons 
for which a postponement may be grant¬ 
ed include personal hardship and con¬ 
flicting obligations. The Board makes 
every effort, consistent with its own au¬ 
thority and that of the Selective Service 
System to accommodate postponement 
requests. 

2. Part 102 is added to read as follows: 

PART 102—SUBSTANTIVE STANDARDS 

Sac. 

102.1 Purpose and scope. 

102.2 Board recommendations. 

102.4 Mitigating circumstances. 

102 5 Calculation of length of alternative 
service. 

Authority: Executive Order 11803. 39 PR 
33297. an amended. 

§102.1 Purpose and scope. 

This section contains the standards 
which the Board employs in deciding 
whether or not to recommend that the 
President grant executive clemency, 
whether or not clemency should be con¬ 
ditioned upon satisfactory completion of 
a period of alternative service, and. if 
so. what the length of this alternative 
service is. 

§ 102.2 Board rccoiumrnclatton*. 

In each case the Board decides first 
whether or not it will recommend to the 
President that the applicant be granted 
executive clemency. In reaching this de¬ 
cision. the Board considers the aggra¬ 
vating circumstances in 9 102.3 and the 
mitigating circumstances in 9 102.4. 

§ 102.3 Aggravating eirram*fnncr*. 

(a) Presence of any of the aggravat¬ 
ing circumstances listed below may 
either disqualify an individual for ex¬ 
ecutive clemency or cause the Board 
to recommend to the President a period 
of alternative service exceeding the 
applicant's “baseline period of alterna¬ 
tive service," as determined under 
9 102.5. 

<b) Aggravating circumstances of 
which the Board takes notice are: 

(1) Other adult criminal convictions; 

(2> False statement by applicant to 
the Presidential Clemency Board; 

(3) Use of force by applicant collater¬ 
ally to AWOL, desertion, or missing 
movement or civilian draft evasion 
offense; 

(4) Desertion during combat; 

(5) Evidence that applicant committed 
offense for obviously manipulative and 
selfish reasons; 
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(6) Prior refusal to fulfill court or¬ 
dered alternative service: 

(7) Violation of probation or parole: 

(8) Multiple AWOL/UA offenses: and 

<9) AWOL/UA of extended length. 

(c) Whenever an additional aggravat¬ 
ing circumstance not listed is considered 
by the Board In the discussion of a par¬ 
ticular case, and is material to the dispo¬ 
sition of that case, the Board postpones 
final decision of the case and immedi¬ 
ately informs the applicant and his rep¬ 
resentative of their opportunity to sub¬ 
mit evidence material to the additional 
circumstance. 

§102.1 Mitigating rircuntstanoe*. 

(а) Presence of any of the mitigating 
circumstances listed below or of any 
other appropriate mitigating circum¬ 
stance is considered as cause for rec¬ 
ommending that the President grant 
executive clemency to an applicant, and 
as cause for reducing the applicant's 
alternative service below the baseline 
period, as determined under 6 102.5. 

(b> Mitigating circumstances of which 
the Board takes notice are: 

(1) Lack of sufficient education or 
ability to understand obligations or 
remedies available under the law; 

(2) Personal and family problems 
either at the time of offense or if appli¬ 
cant were to perform alternative service; 

(3) Mental or physical condition: 

(4) Employment and other activities 
of service to the public; 

(5) Service-connected disability, 
wounds In combat or decorations for 
valor in combat; 

(б) Period of creditable military 
service; 

(7) Tours of service in the war zone; 

(8) Substantial evidence of personal 
or procedural unfairness; 

(9) Denial of conscientious objector 
status, of other claim for Selective Serv¬ 
ice exemption or deferment, or of a claim 
for hardship discharge, compassionate 
reassignment, emergency leave, or other 
remedy available under military law. 
on procedural, technical, or improper 
grounds, or on grounds which have sub¬ 
sequently been held unlawful by the 
Judiciary; 

(10) Evidence that an applicant acted 
for conscientious, not manipulative or 
selfish reasons; 

(11) Voluntary submission to authori¬ 
ties by applicant; 

(12) Behavior which reflects mental 
stress caused by combat: 

(13) Volunteering for combat, or ex¬ 
tension of service while In combat: 

(14) Above average military conduct 
and proficiency; and 

(15> Personal decorations for valor. 

(c> An applicant may bring to the 
Board’s attention any other factor which 
he believes should be considered. 

§ 102.5 Calculation of length of ultrnia- 
tivr service. 

(a) Having reached a decision to rec¬ 
ommend that the President grant execu¬ 
tive clemency to a particular applicant, 
the Board will then decide whether or 


not clemency should be conditioned upon 
a specified period of alternative service 
and. if so. what length that period should 
be: 

< 1) The starting point for calculation 
of length of alternative service will be 24 
months. 

(2) The starting point will be reduced 
by three times the amount of prison time 
served. 

(3) The starting point will be further 
reduced by the amount of prior alterna¬ 
tive service performed, provided that the 
prescribed period of alternative service 
has been satisfactorily completed or is 
being satisfactorily performed. 

(4) The starting point will be further 
reduced by the amount of time served on 
probation or parole, provided that the 
prescribed period has been satisfactorily 
completed or is being satisfactorily per¬ 
formed. 

(5) Subject to paragraphs (b) and (c) 
of this section, the baseline period of al¬ 
ternative service will be the remainder of 
these four subtractions or final sentence 
to Imprisonment, whichever is less. 

(b) In no case will the baseline period 
of alternative service be less than three 
(3) months. 

(c) For applicants who liave received 
an Undesirable Discharge from a military 
service, the baseline period of alternative 
service shall be three (3) months. 

(d> The Board may consider mitigat¬ 
ing circumstances as cause for recom¬ 
mending clemency upon satisfactory 
completion of a period of alternative 
service that Is less than an applicant’s 
baseline period of alternative service, or 
for recommending an Immediate pardon. 

(e) In cases in which aggravating cir¬ 
cumstances arc present and are not, in 
the Board's Judgment, balanced by miti¬ 
gating circumstances, the Board may 
consider such aggravating circumstances 
as cause for recommending clemency I 
upon satisfactory completion of a period 
of alternative service exceeding, by three 
(3). six (6). or nine (9> additional 
months, the applicant’s baseline period 
of alternative service. In extraordinary 
cases, as an alternative to denying clem¬ 
ency. the Board may Increase the base¬ 
line period to a maximum of not more 
than 24 months. 

PART 201—[REVOKED] 

3. Part 201 is revoked. 

PART 202—[REVOKED] 

4. Part 202 is revoked. 

|FR Doc 75-7464 Filed 3~20-75;8:45 am] 


Title 5—Administrative Personnel 

CHAPTER I—CIVIL SERVICE 
COMMISSION 

PART 213—EXCEPTED SERVICE 
ACTION 

Section 213.3359 is amended to show 
that one position of Special Assistant to 
the Deputy Director Is excepted under 
Schedule C. 

Effective on March 21. 1975, 8 213.3359 
(s) Is added as set out below. 


§ 213.3359 ACTION. 

• • • • • 

(s) One 8pecial Assistant to the Dep¬ 
uty Director. 

(fi UJ8.C. 3301, 3302; E.O. 10677, 3 CFR 1054- 
1958, Comp. p. 218) 

United States Civil Serv¬ 
ice Commission, 
l seal) James C. Spry, 

Executive Assistant 
to the Commissioners. 
|FR Doc.75-7437 Filed 3-20-75:8:45 am) 


PART 213—EXCEPTED SERVICE 
Department of Commerce 

Section 213.3314 is amended to show 
that one position of Confidential Assist¬ 
ant to the Assistant Secretary for Eco¬ 
nomic Development is excepted under 
Schedule C. This Section is further 
amended to show that one position of 
Confidential Secretary to the Assistant 
Secretary for Economic Development U 
reestablished under Schedule C. 

Effective on March 21.1975, $8 213.3314 
(q) (1) is amended and (q> (12) is added 
as set out below. 

§ 213.33 I I Department of Coi»nirr«*c. 

• • • • • 

(q) Office of the Assistant Secretary 
for Economic Development . (1) Confi¬ 
dential Secretary to the Assistant Sec¬ 
retary. 


(12) One Confidential Assistant to the 
Assistant Secretary. 

(5 U.8.C. 3301, 3802; E.O. 10677, 8 CFR 1954- 
58, Comp. p. 218) 

United States Civil Serv¬ 
ice Commission. 

[seal! James C. Spry, 

Executive Assistant 

to the Commissioners . 
|FR Doc.75-7438 Filed 3-20-75:8:45 am] 


PART 213—EXCEPTED SERVICE 
Department of the Treasury 

Section 213.3305 is amended to show 
that one position of 8taff Assistant to 
the National Director. U.8. Savings 
Bonds Division, is excepted under Sched¬ 
ule C. 

Effective on March 21. 1975. 8 213.3305 
(a) (7) is added as set out below. 

§ 213.3305 Department of the Treasury, 
(a) Office of the Secretary. • • • 

<7) One Staff Assistant to the National 
Director. U.8. Savings Bonds Division. 


(5 US.C. 3301, 3302; E.O. 10677, 8 OFR 1954- 
58, Comp. p. 228) 

United States Civil Serv¬ 
ice Commission, 

I seal J James C. 8pry, 

Executive Assistant 
to the Commissioner . 
IFR Doc.76-7430 Filed 3-20-75;8:4« am] 
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Title 9— Animals and Animal Products 

CHAPTER I—ANIMAL AND PLANT HEALTH 
INSPECTION SERVICE, DEPARTMENT 
OF AGRICULTURE 

SUBCH AFTER C—INTERSTATE TRANSPORTA¬ 
TION OF ANIMALS (INCLUDING POULTRY) 
AND ANIMAL PRODUCTS 

SPLENETIC FEVER IN CATTLE; SCABIES 
IN CATTLE AND SHEEP 

Deletion of Vatside and Reid Tests as Re¬ 
quirements for Specific Approval of Pro¬ 
prietary Dips 

Statement of considerations. The pro¬ 
visions In 9 CFR Parts 72, 73 and 74 allow 
certain cattle and .sheep to be moved In¬ 
terstate after dipping in certain per¬ 
mitted proprietary brands of pesticides 
when such pesticides have been specifi¬ 
cally approved by the Veterinary' Serv¬ 
ices unit of the Department. Heretofore, 
as a condition for such approval. Veteri¬ 
nary Services required that a vatslde or 
held test be available as a means of de¬ 
termining the strength of the dip. It has 
been found that such tests are of lim¬ 
ited use and that they are not fully reli¬ 
able in some cases. Therefore, such vat¬ 
side or field tests are deleted as require¬ 
ments for specific approval of such pro¬ 
prietary dips by Veterinary Services. A 
dip alii be granted specific approval if it 
is registered under the provisions of the 
Federal Insecticide. Fungicide and Ro- 
dentlcide Act. as amended (7 UJSC. 135 
et seq.) and if it meets requirements for 
efficacy and stability and effectiveness 
under field conditions. 

Accordingly. Part 72. Part 73. and Part 
74. Title 9. Code of Federal Regulations 
are amended in the following respects: 

PART 72—TEXAS (SPLENETIC) 
FEVER IN CATTLE 

In 4 72.13. in footnote 2 In the second 
sentence the phrase 'and vatside tests/' 
is deleted; paragraph (bid) and the 
second sentence in paragraph (c) are 
amended to read: 

§ 72.13 Permitted <lip» and pmccdnrc*. 
• • • • • 

<b> • • • 

(I) Approved proprietary brands of an 
arsenical solution used at a concentra¬ 
tion of twenty-two hundreths of 1 per¬ 
cent of arsenous oxide in solution.' 

• • • • • 

(c)'** Before a dip will be specifi¬ 
cally approved as a permitted dip for the 
eradication of ticks, the Veterinary* Serv¬ 
ices will require that the product be reg¬ 
istered under the provisions of the Fed¬ 
eral Insecticide, Fungicide and Rodent!- 
cide Act. as amended (7 UB.C. 135 et 
seq.): that its efficacy and stability have 
been demonstrated; that trials have been 
conducted to determine that its concen¬ 
tration can be maintained and that un¬ 
der actual field conditions the dipping of 
cattle in a bath of definite strength will 
effectually eradicate ticks without injury 
to the anlmaLs dipped. 

• • • • » 
PART 73—SCABIES IN CATTLE 

In ( 73.10. in paragraph (c) the sec¬ 
ond sentence is amended to read: 
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fi 73.10 Permitted dips; »nb*tance« at 
lowed. 

• • • • • 

(c) • • • Before a dip will be specifi¬ 
cally approved as a permitted dip for the 
eradication of scabies in cattle, the Vet¬ 
erinary Services will require that the 
prodxict be registered under the provi¬ 
sions of the Federal Insecticide. Fungi¬ 
cide and Rodenticide Act. as amended 
(7 U.S.C. 135 et seq.); that is efficacy 
and stability have been demonstrated; 
that trials have been conducted to deter¬ 
mine that its concentration can be main¬ 
tained and that under actual field condi¬ 
tions the dipping of cattle in a bath of 
definite strength will effectually eradi¬ 
cate scabies infection without injury to 
the animals dipped. 

PART 74—SCABIES IN SHEEP 

In I 74/14. in paragraph (c) the sec¬ 
ond sentence is amended to read: 

§74.2 4 Permitted dip*; nubstunee* al¬ 
lowed. 


(c) • • • Before a dip will be specifi¬ 
cally approved as a permitted dip for the 
eradication of scabies in sheep, the Vet¬ 
erinary Services will require that the 
product be registered under the provi¬ 
sions of the Federal Insecticide. Fungi¬ 
cide and Rodenticide Act, as amended 
(7 U.8.C. 135 et seq.); that its efficacy, 
and stability have been demonstrated: 
that trials have been conducted to deter¬ 
mine that its concentration can be main¬ 
tained and that under actual field condi¬ 
tions the dipping of sheep In a bath of 
definite strength will effectually eradi¬ 
cate scabies infection without injury to 
the animals dipped. 

(Sees 4 and 5, 23 SUL 32. as amended; sec. 
2. 32 SUt. 792. as amended: mc. 3. 33 SUL 
1263. as amended; (21 US.C. 11!. 120. 125); 
37 FR 28464. 28477. 38 FR 19141.) 

Effective date . The foregoing amend- 
mcnU shall become effective March 21, 
1975. 

The amendments in effect relieve re¬ 
strictions presently imposed but no 
longer deemed useful to prevent the 
spread of Texas (splenetic) fever, cattle 
scabies, and sheep scabies, and should be 
made effective promptly In order to be 
of maximum benefit to affected persons. 
It does not appear that public partici¬ 
pation in this rulemaking proceeding 
would make additional relevant infor¬ 
mation available to the Department. 

Accordingly, under the administrative 
procedures provisions in 5 US.C. 553. it 
Is found upon good cause that notice and 
other public procedure with respect to 
the amendments are impracticable and 
unnecessary, and good cause is found for 
making them effective less than 30 days 
after publication In the Federal Regis¬ 
ter. 

Done at Washington. D.C.. this 17th 
day of March 1975. 

Pierre A. Chaloux, 
Acting Deputy Administrator. 
Veterinary Services, Animal 
and Plant Health Inspection 
Service . 

|FR Doc.75-7403 Filed 3-20~75;8:45 ami 


PART B2—EXOTIC NEWCASTLE DISEASE; 

AND PSITTACOSIS OR ORNITHOSIS IN 

POULTRY 

Area Quarantined 

This amendment quarantines an ad¬ 
ditional portion of Suffolk County in 
New York because of the existence of 
exotic Newcastle disease. Therefore, the 
restrictions pertaining to the Interstate 
movement of poultry, mynah and psit- 
tacine birds, and birds of all other species 
under any form of confinement, and 
their carcasses and parts thereof, and 
certain other articles, from quarantined 
areas, as contained in 9 CFR Part 82. 
os amended. wiU apply to the quaran¬ 
tined area. 

Accordingly. Part 82, Title 9. Code of 
Federal Regulations, is hereby amended 
in the following respect: 

In § 82 3, paragraph (a)*l> relating 
to the State of New York is amended 
to read: 

§ 82.3 Area* n»inrnntinc«l. 

(a> • • • 

it) New York. (1) The premises of 
Robert Novak d/b/a Novak Tropical 
Aviary, located at 1472 Sunrise Highway. 
Bay Shore. Long Island, In Suffolk 
County. 

(il) The premises of Robert and Cath- 
leen Novak, located at 118 South Bay 
Avenue, City of Brlghtwaters in Suffolk 
County. 


(8eca. 4-7, 23 Slat. 32. &< amended; Been. 1 
and 2, 32 8tat. 791-792. as amended: wee* 
1-4, 33 StaL 1264. 1265, as amended; fees 
3 and 11. 76 Siat. 130, 132 (21 US.C. 111-113, 
115, 117. 120. 123-126. 1341*. 134f); 37 FR 
28464. 28477; 38 FR 19141.) 

Effective date. The foregoing amend¬ 
ment shall become effective on March 18. 
1975. 

The amendment imposes certain re¬ 
strictions necessary to prevent the inter¬ 
state spread of exotic Newcastle disease, 
a communicable disease of poultry, and 
must be made effective immediately to 
accomplish its purpose in the public in¬ 
terest. It does not appear that public 
participation in this rulemaking pro¬ 
ceeding would make additional relevant 
Information available to the Depart¬ 
ment. 

Accordingly, under the administrative 
procedure provisions in 5 U.S.C. 553. it 
is found upon good cause that notice and 
other public procedure with respect to 
the amendment are Impracticable and 
contrary to the public interest, and good 
cause is found for making the amend¬ 
ment effective less than 30 days after 
publication in the Federal Register. 

Done at Washington. DC., this 18th 
day of March 1975. 

Pierre A. Ciialoux. 

Acting Deputy Administrator. 
Veterinary Services, Animal 
and Plant Health Inspection 
Service. 

|FR Doc 75 7458 Filed 3-20-75:8:45 iun| 
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Title 13—Business Credit and Assistance 

CHAPTER III—ECONOMIC DEVELOPMENT 

ADMINISTRATION. DEPARTMENT OF 

COMMERCE 

PART 301—ESTABLISHMENT AND 
ORGANIZATION 

Disclosure of Information to the Public 

Part 301 of Chapter III of Title 13 
of the Code of Federal Regulations is 
hereby amended by revising Subpart D. 

The purpose of these amendments is 
to conform with criteria set forth in sec¬ 
tion 553, title 5 United States Code, as 
amended by Pub. L. 93-502. Among other 
things these regulations delineate the 
procedures to be followed by members 
of the public In requesting documents 
under the Freedom of Information Act. 
and by EDA in searching for and pro¬ 
viding requested documents, and the 
maintenance and dissemination of a cur¬ 
rent index of public information. 

In that a delay in Implementing tbesc 
regulations would be contrary to the pub¬ 
lic interest, the relevant provisions of 
the Administrative Procedure Act <5 
U 8.C. 553) requiring notice of proposed 
rulemaking, opportunity for public par¬ 
ticipation and delay In effective date are 
Inapplicable. 

1. Part 301. Sub part D. consisting of 
9 301.50 through 9 301.60 is hereby re¬ 
vised in its entirety to read as follows: 

§ 301.50 DMoourt of information to 
tlic public. 

This subpart describes the arrange¬ 
ments whereby the materials specified in 
5 U.S.C. 552(a)(2) and repeated below. 

9 301.52(a), are made available for pub¬ 
lic inspection and copying, and the pro¬ 
cedures and other conditions whereby 
identifiable records requested by persons 
may be made available to them under 
5 U.3.C. 552(a)(3). 

§ 301.51 Publication in ihr Federal RrfS' 
inter. 

Materials required to be published In 
the Federal Register under 5 UJS.C. 552 
(a)(1) and repeated below, 9 301.53. shall 
be published in the Federal Register 
and shall, to the extent practicable and 
to further assist the public, be made 
available for Inspection and copying at 
the facility identified in 9 301.52(c). 

§ 301.52 Availability of material* for in¬ 
spection and copying. 

(a) In accordance with 5 U.S.C. 552 
(a) (2) and other provisions of law. EDA 
shall maintain a reference facility for 
the public Inspection and copying of: 

(1) Final opinions. Including concur¬ 
ring and dissenting opinions, as well as 
orders, made in the adjudication of cases. 

(2» Those statements of policy and In¬ 
terpretations which have been adopted 
by EDA and are not published in the 
Federal Register. 

<3> Administrative staff manuals and 
instructions to staff that affect a mem¬ 
ber of the public. 

(4) A current Index. EDA Directive 
Systems Index, providing identifying in¬ 
formation for the public as to any mat¬ 
ter Issued, adopted, or promulgated after 


July 4. 1967, and required to be made 
available by f 552(a)(2). 8ect!on 553»a> 
(2) also requires Indexes to be published 
at least quarterly unless an agency claims 
an exemption in the Federal Register. 
EDA Is exempted from the requirements 
to maintain a quarterly index on the 
grounds that quarterly publication would 
be unnecessary and impracticable be¬ 
cause of infrequent changes In the Index. 

(5> Additional materials as the As¬ 
sistant Secretary of Commerce for Eco¬ 
nomic Development in his discretion con¬ 
siders desirable and practicable to make 
available for the convenience of the pub¬ 
lic. 

(b> In order to prevent unwarranted 
invasion of personal privacy. EDA may 
delete identifying details when it makes 
available or publishes an opinion, state¬ 
ment of policy. Interpretation, or staff 
manual or instruction, and shall, in each 
such case, explain In writing the Justifi¬ 
cation for the deletion. 

(c) The above materials may be in¬ 
spected in the Office of Public Affairs. 
EDA. Room 7019, U.8. Department of 
Commerce Building, 14th Street between 
Constitution and E Streets. NW„ Wash¬ 
ington. D.C. 20230. In addition, for the 
convenience of the public, most of these 
materials may also be Inspected at each 
of the EDA Regional Offices listed in 
9 301.31. The Office of Public Affairs. 
Washington, D.C., and the respective 
EDA Regional Offices are open to the 
public Monday through Friday of each 
week, except on official holidays, between 
the hours of 9 a.m. and 4:30 p.m. There 
are no fees or formal requirements for 
such inspections. Copies of these mate¬ 
rials may be obtained at these facilities 
at cost isee fee schedule, 9 301.56 of this 
subpart). In addition, copies of various 
EDA materials regularly available for 
sale by EDA may be purchased from the 
Office of Public Affairs, and EDA Re¬ 
gional Offices. 

(d> Correspondence concerning mate¬ 
rials available In the facility should be 
sent to the Office of Public Affairs at the 
above address. 

g 301.53 Federal Register public inf ur¬ 
ination. 

In accordance with 5 U.S.C. 552(a) (1), 
the EDA public Information facility de¬ 
scribed in f 301.52(c) also maintains a 
reference facility for the public inspec¬ 
tion and copying of the following public 
information published in the Federal 
Register. 

<&> Descriptions of EDA central and 
field organizations and the established 
places at which, the employees from 
whom, and the methods whereby, the 
public may obtain information, make 
submittals or requests, or obtain deci¬ 
sions. 

<b> Statements of the general course 
and method by which its functions are 
channeled and determined. Including the 
nature and requirements of all formal 
and informal procedures available. 

(c) Rules of procedures, descriptions of 
forms available or the places at which 
forms may be obtained, and instructions 
as to the scope and contents of all pa¬ 
pers. reports or examinations. 


(d) Substantive rules of general ap¬ 
plicability adopted as authorized by law. 
and statements of general polio’ or in¬ 
terpretations of general applicability 
formulated and adopted by the agency. 

<c) Each amendment, revision, or re¬ 
peal of the foregoing. 

§ 301.31 Itcqucal* for rrcortl*. 

(a) A person who wishes to inspect a 
record which is not customarily avail¬ 
able to the public as part of the regular 
informational activities of EDA shall, as 
described in Section 301.53, submit a re¬ 
quest In writing, giving a reasonable de¬ 
scription of the record, to the Office of 
Public Affairs, EDA, Room 7019. U S De¬ 
partment of Commerce, 14th and Con¬ 
stitution. NW., Washington. D C.. 20230. 
A request may also be submitted to an 
EDA Regional Office listed in sec, 301.31 
if the project or activity’ relating to the 
request is within the jurisdiction of that 
Regional Office. All other requests shall 
t)e submitted to the Office of Public Af¬ 
fairs in Washington. D.C. 

<b> Employees at the above offices 
shall assist the public to a reasonable ex¬ 
tent In framing requests. The responsi¬ 
bility, however, rests with the requester 
to describe each record sought in suf¬ 
ficient detail so that It can be located by 
personnel familiar with the filing of 
agency records. When more than one 
record Is requested, requests shall clearly 
itemize each record requested so that it 
may be identified and its availability 
separately determined. 

(c) Requests shall indicate the ap¬ 
proximate costs requesters are willing to 
pay for the search and duplication of re¬ 
quested records. 

(d) To further assist expeditious han¬ 
dling of requests, requesters should clear¬ 
ly and prominently mark their requests 
to distinguish their communications from 
other EDA mail. Accordingly, it is sug¬ 
gested that the underlined words "FOIA 
Request" be placed at the top of requests 
and on the outside of envelopes. 

(e) Requests for agency records not 
customarily made available to the public 
received by an EDA Regional Office, and 
not relating to a project or activity with¬ 
in the jurisdiction of the Regional Office 
shall promptly be referred to the Office 
of Public Affairs. Washington. D.C. 

(f) Requests are considered received 
by EDA when they arrive at EDA’s Of¬ 
fice of Public Affairs, Washington. D.C. 
(see above address). or the Regional Of¬ 
fice having jurisdiction of the project or 
activity about which the inquiry Is be¬ 
ing made. Requests filed with Regional 
Offices not having jurisdiction of the 
project or activity, shall not be deemed 
as having been filed until such request 
is received at EDA s Office of Public Af¬ 
fairs, Washington. DC. The receiving 
office shall date stamp the time of re¬ 
ceipt of a request and shall enter Its 
receipt in a public log. The following 
information shall be entered In the log: 
the date and time received: the nature 
of the records requested; the action 
taken on the request; the date of the 
determination letter sent under 9 301.55; 
the name and title of the person making 
the determination; the date(s) records 
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are furnished; the number of staff hours 
and grade levels of EDA employees who 
assisted In responding to the request; 
and the fee requested and received. 

§ 301.53 Determination* of availability 
of records. 

«a> When a request for Information is 
received, the Office of Public Affairs or 
appropriate Regional Office (hereafter 
both offices are referred to as appro¬ 
priate office) initially determines: 

fl) Whether the requested record can 
be identified based on the information 
In the request. If the record cannot be 
identified, the appropriate office shall 
write the requester, within the time pe¬ 
riod specified in subsection (b)(1) Infra, 
specifying why it is not identifiable and 
what additional clarification is needed to 
assist EDA in its identification. Upon the 
failure to Identify the requested record, 
the processing of the request for the rec¬ 
ord in question shall be deemed to be 
denied. If the request is reviewed with 
additional information the time period 
specified in subsection <b) (1) shall start 
anew. 

(2) Whether the record, if identifiable, 
is still in existence or has been destroyed 
as provided by law. or is not in the pos¬ 
session of EDA. If the record no longer 
exists, the requester shall be notified, 
and provided an explanation regarding 
why the record no longer exists. If the 
record is not in EDA’s possession and its 
existence is not otherwise reasonably as¬ 
certainable. the requester shall be noti¬ 
fied. If the requested record is In another 
organization of the Department of Com¬ 
merce. or is the primary concern of an¬ 
other executive department or agency, 
the request for the record shall be 
promptly referred to the other organiza¬ 
tion or agency for further action under 
its rules. The deadline for processing re¬ 
quests In subsection (b)(1) does not 
start to run if the request is referred to 
another organization. The requester, 
however, shall be notified by the appro¬ 
priate office that his request has been 
referred to another organization or 
otherwise cannot be filled within the 
period specified in subsection (b)(1). 

<b) If the requested record is iden¬ 
tifiable and is in EDA’s possession, the 
record shall be reviewed by one or more 
EDA officials to Initially determine its 
availability. In making this review, the 
following procedures shall be followed by 
EDA: 

(1) The official shall determine within 
10 working days after receipt (as defined 
In 9 301.54(f) of this subpart) of a re¬ 
quest. whether to comply with the re¬ 
quest. and by the end of these 10 days 
notification shall be dispatched to the 
requester of the determination. This 
deadline may be extended as provided 
in 5 301.59. 

(2) The record shall be made avail¬ 
able unless it meets the criteria con¬ 
tained In the following exemptions in 
accordance with 5 U.S.C. 552(b) (1-9): 

<i) (A) Specifically authorized under 
criteria established by an Executive 
order to be kept secret in the interest of 
national defense or foreign policy and 
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<B) are in fact properly classified pur¬ 
suant to such Executive order; 

(U) Related solely to the internal per¬ 
sonnel rules and practices of an agency; 

<Ui) Specifically exempt from dis¬ 
closure by statute; 

<iv> Trade secrets and commercial or 
financial Information obtained from a 
person and privileged or confidential; 

(v) Inter-agency or intra-agency 
memorandums or letters which would not 
be available by law to a party other than 
an agency In litigation with the agency; 

<vi) Personnel and medical files and 
similar files the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy; 

(vii) Investigatory records compiled 
for law enforcement purposes, but only 
to the extent that the production of such 
records would (A) interfere with en¬ 
forcement proceedings. (B) deprive a 
person of a right to a fair trial or an Im¬ 
partial adjudication. (C) constitute an 
unwarranted invasion of personal pri¬ 
vacy. (D) disclose the identity of a con¬ 
fidential source and. in the case of a 
record compiled by a criminal law 
enforcement authority in the course of a 
criminal Investigation, or by an agency 
conducting a lawful national security 
intelligence investigation, confidential 
Information furnished only by the con¬ 
fidential source. (E> disclose investigative 
techniques and procedures, or (P) en¬ 
danger the life or physical safety of law 
enforcement personnel; 

(viil) Contained in or related to exami¬ 
nation. operating, or condition reports 
prepared by. on behalf of. or for the use 
of an agency responsible for the regula¬ 
tion or supervision of financial Institu¬ 
tions; or 

(lx) Geological and geophysical infor¬ 
mation and data. Including maps, con¬ 
cerning wells. 

(3) If it is determined, after consulta¬ 
tion with EDA’s Office of the Chief 
Counsel, that, as provided by law, the 
record or a portion of a record is not to 
be made available tothe requester, the 
notification shall be made by the Direc¬ 
tor, Office of Public Affairs, and be In 
writing and inform the requester of: 

(i) The specific reasons for the denial 
including the statutory authority for the 
claimed exemption; 

(ii) The names and titles or positions 
of each person responsible for the denial; 
and 

(ill) The right of the requester to ap¬ 
peal the determination os provided In 
9 301.58 and the address to w'hich an ap¬ 
peal is to be sent. 

(4) When a requested record or a por¬ 
tion of a record is not made available to 
the requester, the official shall review the 
entire record to determine whether there 
arc reasonably segregable portions of the 
record for which statutory exemptions 
from release do not apply. These portions 
of the record shall be made available to 
the requester after deleting portions for 
which a statutory exemption is claimed. 

(5) If the record is to be made avail¬ 
able. and there are no further fees, It 
shall be promptly furnished to the re¬ 
questing person through the appropriate 


office specified in 9 301.57. If there are 
fees to be recovered from the requester 
under 9 301.56. the appropriate office 
shall determine the amount and notify 
the requester that when fees are paid, 
the record shall promptly be made avail¬ 
able in the appropriate office or a copy 
mailed by it to the requester. 

§301.56 Fees. 

A uniform schedule of fees for the 
U.S. Department of Commerce lias been 
promulgated to recover the direct costs 
of search and duplication of records in 
responding to freedom of Information 
requests. This fee schedule and proce¬ 
dures for collecting fees are published 
In the US. Department of Commerce 
regulations (15 CFR 4.9). and apply to 
all requests for EDA records. 

§ 301.57 Arrangement for public inspec¬ 
tion and copying of agency record!! 
subject to di*clo«urr. 

(a) Upon receipt of the records search 
fee. and any fees for additional services 
requested, the record which has been de¬ 
termined to be available shall, unless the 
requester indicates otherwise, be trans¬ 
ferred to EDA’s Office of Public Affairs, 
or the appropriate Regional Office, where 
it will be held for inspection by the re¬ 
quester for 5 working days. The address, 
and hours of operation of thi s office are 
stated in $ 301.42(c) of tills subpart and 
in 9 301.31. If a requester does not want 
to inspect a record by personal visit to an 
appropriate office, he may request that a 
copy be mailed to him upon payment of 
the copying and postage fees referred to 
in $ 301.56 of this subpart. 

(b> During this inspection of the rec¬ 
ord at the appropriate office, the re¬ 
quester may copy by hand the record, 
and, subject to the payment of copying 
fees referred to In 9 301.56 of this sub¬ 
part. may obtain a xeroxed or similar 
copy thereof, and certification of a ma¬ 
chine-copied record. 

(c) No changes or alteration of any 
type may be added or deleted. Papers 
bound or otherwise assembled In a record 
file may not be disassembled during in¬ 
spection. Staff of the appropriate office 
shall provide assistance if disassembly of 
a record Is necessary for copying pur¬ 
poses, and are authorized to supervise 
public inspection as necessary to protect 
EDA records. 

(d) No person may, without permis¬ 
sion, remove records made available to 
him for Inspection or copying under this 
subpart from the office where it is made 
available. 

§ 301.58 Appeals fur decision* of non* 
availability. 

(a) A person whose request to inspect 
a record has been denied under 9 301.55 
<b) (3) may appeal the initial denial. 

<b) Appeals must be made within 30 
days of either the requester’s receipt of 
the initial denial, or. in cases of partial 
denials, his receipt of the records made 
available under the initial determination. 
Appeals must be in writing. In submitting 
an appeal, the requester shall Include 
written arguments he believes will sup¬ 
port his appeal that the requested record 
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should be made available. No personal 
appearance, oral argument, or hearing 
are permitted. Appeals shall be sent to 
FDA’s Office of Public Affairs, and the 
e nvelope shall be prominently marked 
r.ith the underlined words "FOIA Ap¬ 
peal” Appeals are considered received 
by EDA when they arrive at the Office of 
Public Affairs. EDA. Room 7019, ELS. De- 
;nirlment of Commerce. 14th Street be¬ 
tween Constitution and E 8trccts. NW.. 
Washington. D.C. 20230. 

<c> The Assistant Secretary of Com¬ 
merce for Economic Development shall 
make the decision whether to make avail¬ 
able records Initially denied and re¬ 
quested In an appeal. Tills decision shall 
be based on Ure original request, the 
denial, and any written argument sub¬ 
mitted by the requester. 

<d> The Assistant Secretary shall 
make a determination regarding an ap¬ 
peal within 20 working days after receipt 
of an appeal, and by the end of these 
20 days dispatch notification to the re¬ 
quester of his determination. This dead¬ 
line may be extended as provided in 
5 301.59. If the decision is wholly or par¬ 
tially in favor of the requester, the re¬ 
quested record to such extent shall be 
promptly made available for inspection 
or copying as described in $ 301.50 and 
$ 301.57, and the requester shall be so 
informed. If the denial of the request 
for records Is in whole or part upheld, 
notification to the requester shall be in 
writing, and inform the requester of: 

(1) the specific reasons for the 
decision; 

(2) the names and titles or positions of 
each person responsible for the denial 
or on appeal; and 

( 3 ) the right to obtain judicial re¬ 
view of the determination under 5 UE C. 
552(a)(4)(B). 

(e) A decision regarding an appeal 
under this paragraph shall constitute 
the final decision and action by EDA 
concerning the availability of a requested 
record, except as may be required by 
court proceedings under 5 U.S.C. 552(a) 

(4) (B). 

(f) Appeals resulting In final deci¬ 
sions shall be Indexed and kept avail¬ 
able for public reference in the Office of 
Public Affairs. 

§ 301.59 ExtoiMoiM of liwf for jurore**- 

ing rcf|tsrMJU 

(a) The time limits for processing ini¬ 
tial requests and appeals in 9} 301.55(b) 

(1) and 301.58(d) may be extended up 
to an additional 10 working days by 
written notice from the Office of Public 
Affairs to the requester. This notice shall 
state the reasons for the extension and 
the date a determination Is expected to 
be dispatched. 

(b) An extension of time for process¬ 
ing a request may occur if reasonably 
necessary for the proper processing of 
the request, and one of the following 
conditions is met: 

(1) The need to search for and col¬ 
lect the requested records from field fa¬ 
cilities or other establishments that are 


separate from the office processing the 
requests; 

(2) The need to search for, collect, 
and appropriately examine a voluminous 
amount of separate and distinct records 
which are demanded In a single request; 
or 

(3) The need for consultation with 
another agency having a substantial in¬ 
terest in the determination of the re¬ 
quest or among two or more components 
of the agency having subject-matter in¬ 
terest therein. 

(c) Because of EDA’s regional orga¬ 
nization. and the Involvement of Re¬ 
gional Offices as well as the Washington. 
D.C., office in program decisions and file 
maintenance, it Is anticipated that EDA 
shall in most cases extend the period for 
processing requests based on (1) The 
need to collect records from field facili¬ 
ties, and (2) the need to consult with 
components of the agency, 

<d> Extension of time may occur at 
both the initial and appeal stages or sev¬ 
eral times In either stage, however, the 
total period of extensions for a request 
may not exceed 10 working days. 

§ 301*60 Iti rorJ of application. 

The Assistant Secretary shall main¬ 
tain as a permanent part ol the records 
of EDA a list of applications approved 
for financial assistance. This list is avail¬ 
able for public inspection during regular 
business hours of the Department of 
Commerce. The following information 
shall be posted in the list as aeon as an 
application is approved: 

(a) The name of the applicant, and. 
In the case of corporate applications, the 
names of the officers and directors there¬ 
of; 

<b> The amount and duration of the 
loan and grant for which application is 
mode: 

<c> The purpose for which the pro¬ 
ceeds of the loan or grant are to be used; 
and 

<d> A general description of the se¬ 
curity offered In the case of a loan. 

Axjthostty: Sec. 701. Pub. L. 89-138 (Au¬ 
gust 28. 1085); (42 TJS.C. 3211); 79 Stat. 
570 and Department of Commerce Organiza¬ 
tion Order 10-4. April I. 1070 (35 FR 5070) 

Effective date . This amendment be¬ 
comes effective on February 19, 1975. 

Dated: March 17.1975. 

Wllmeh D. Mmi. 

Assistant Secretary 
for Economic Development. 

| PR Doc.75-7457 Filed 3-20-75;8:45 am) 


Title 14—Aeronautics and Space 

CHAPTER I—FEDERAL AVIATION ADMIN¬ 
ISTRATION. DEPARTMENT OF TRANS¬ 
PORTATION 

(Docket No. T5-CE8-AD: Arndt. 39-2132) 

PART 39—AIRWORTHINESS DIRECTIVES 

Cessna Models 177, 177RG, and F177RG 
Airplanes 

There have been incidents ol separa¬ 
tion of air filter foam rubber seals that 
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were bonded to the filter by double- 
backed contact adhesive tape on Cessna 
Model 177RG airplanes. These seals or 
pieces thereof, when separated, may 
block the induction air or affect furl 
metering. The manufacturer has issued 
Service Letter No. SE 75-3, dated Janu¬ 
ary 24, 1975, requesting replacement of 
these seals on the affected air filters with 
new seals bonded with a more effec¬ 
tive contact adhesive. 

Since the condition described herein 
is likely to exist or develop in other air¬ 
planes of the same type design, an Air¬ 
worthiness Directive (AD) is being is¬ 
sued. applicable to those Cessna Model 
177, 177RG and F177RO airplanes which 
ore known to have or may have air filters 
with the inadequately bonded seals in¬ 
stalled, making compliance with the 
Service Letter mandatory. 

Since a situation exists which requires 
expeditious adoption of this amendment, 
notice and public procedure hereon arc 
Impracticable and good cause exists for 
making the amendment effective In less 
than thirty (30) days. 

In consideration of the foregoing and 
pursuant to the authority delegated to 
me by the Administrator 14 CFR 11.89 
<31 FR 13697). fi 39.13 of Part 39 of the 
Federal Aviation Regulations is amended 
by adding the following new AD. 

Csss ma. Applies to Models 177. 177RO and 
P177RO airplanes. 

Compliance: Required as indicated, unless 
already accomplished. 

To preclude separation of the foam rubber 
air filter seal, within 25 hours* time tn serv¬ 
ice. after the elective date of this AD. ac¬ 
complish the following: 

A) On Models 177 (Serial Numbers 1770- 
2040 through 17702220); 177RO (Serial Num¬ 
bers 177RCXH33 through 177R00625): and 
Model F177RO (Serial Numbers F177B00003 
through F177RG0122) airplanes, remove the 
air Alter seal attached with double-backed 
adhesive tape and replace with a new Ptl- 
0768 air filter seal using EC 1300 LP adhesive 
in accordance with Cessna Service letter SE 
75-8. dated January 24. 1976. or later re¬ 
vision. 

B) On Models 177 (Serial Numbers 801 
and 17700001 through 17702039): 177RO (Se¬ 
rial Numbers R177R00001 through 177RO- 
0442): and F177RO (Serial Numbers F177- 
RGOOOi through FI77RG0002) airplanes, 
visually Inspect the air filter for the date of 
manufacture and on those air filters manu¬ 
factured between November 1. 1973, and No¬ 
vember 1. 1974. replace the air filter seal In 
accordance with Paragraph A above. 

C) Any alternate method of compliance 
with this AD must be approved by the Chief, 
Engineering and Manufacturing Branch, 
FAA. Central Region. 

This amendment becomes effective March 
28. 1975. 

(Secs. 313(a), 801 and 603 of the Federal 
Aviation Act of 1958 ( 49 XLS-C. 1354(a), 1421 
and 1423). and of sec. 6(c) of the Depart¬ 
ment of Transportation Act (49 U.S.C. 1855 
(c))) 

Issued in Kansas City, Missouri, on 
March 12. 1975. 

George R. LaCazlle, 
Acting Director , Central Region. 

[FR Doc.75-7352 Filed 3-20-75:8:45 am) 
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(Docket No- 75-OL-6; Arndt. 30-21351 

PART 39—AIRWORTHINESS DIRECTIVES 

Grumman American Model AA-1, AA-1 A, 
AA-1B, AA-5 and AA-5B Aircraft 

Pursuant to the authority delegated to 
me by the Administrator <31 FR 13697 
and 14 CFR 11,89) 5 39.13 of the Federal 
Aviation Regulations, an Airworthiness 
Directive was adopted on March 5. 1975. 
and made effective Immediately to all 
known United States operators of Grum¬ 
man American Model AA-l, AA-1 A. AA- 
1B. AA-5 and AA-5B aircraft certified in 
oil categories delivered prior to Febru¬ 
ary 18. 1975. The directive requires in¬ 
spection of the rudder control bars lo¬ 
cated inside the forward portion of the 
fuselage for missing welds 

Since it was found that immediate cor¬ 
rective action was required, notice and 
public procedure thereon was Impracti¬ 
cable and contrary to the public interest 
and good cause existed for making the 
Airworthiness Directive effective imme¬ 
diately as to all known United States 
operators of Grumman American Model 
AA-1. AA-1 A, AA-1B. AA-5 and AA-5B 
aircraft delivered prior to February 18. 
1975 and certified in all categories. Noti¬ 
fication was provided to the operators 
by individual air mail letters dated 
March 6.1975. These conditions still exist 
and the Airworthiness Directive is 
hereby published in the Federal Register 
as an amendment to $ 39.13 of Part 39 
of the Federal Aviation Regulations to 
make It effective as to all persons. 

Pursuant to tho authority of the Federal 
Aviation Act of 1958 delegated to me by the 
Administrator, the following Airworthiness 
Directive is Issued applicable to operators of 
Grumman American AA-1, AA-1A. AA-1B. 
AA-5 and AA-5B airplanes delivered prior to 
February 18. 1975 and certified In all cate¬ 
gories. The directive requires an Inspection 
prior to further flight, unices already accom¬ 
plished, and to effective Immediately upon 
receipt of the airmail letter because there 
may be missing welds in the rudder control 
bar assemblies P/N 601031-501 located Inside 
the forward portion of the fuselage. 

Before further flight, unless already ac¬ 
complished. inspect Grumman American 
Model AA-1. AA-1A, AA-1B. AA-5 and AA- 
5B airplanes certified In all categories for 
missing welds in the rudder control bar as¬ 
semblies P/N 601031-501. 

1. Inspect the rudder pedal poets and rud¬ 
der cable attaching arm Inserted through 
the rudder torque tube bar for missing welds. 
At each Intersection, there should be a mini¬ 
mum of two (2) 90 degree circumferential 
welds located both top and bottom (fora and 
aft) at the intersection of each tube. 

2. If inspection reveals that there are no 
missing welds, no further action to required 
and the aircraft may be approved for return 
to service. 

3. If Inspection reveals missing welds, re¬ 
place rudder control bar assembly P/N 
601031-501 with a new part of the some part 
number. 

4. If parts are unavailable, repair may be 
accomplished by contacting the local FAA 
Maintenance Inspector concerning a repair 
procedure which must be approved by the 
chief, Engineering and Manufacturing 
Branch. Great Lakes Region. 

5. A special flight permit per FAR 21.197 
may be issued after accomplishment of Para¬ 
graph 1 to allow repairs in accordance with 
this Airworthiness Directive. 


RULES AND REGULATIONS 


Tills amendment is effective upon pub¬ 
lication in the Federal Register and was 
effective prior to further flight for all 
recipients of the air mall letters dated 
March 6. 1975 which contained this 
amendment. 

(Secs. 313(a). 601. and 603 of the Federal 
Aviation Act of 1958 (49 U.8.C. 1354<a), 1421. 
and 1423) and of sec. 0(c) of the Department 
or Transportation Act (49 U.S.C. 1656(c))). 

Issued in Dcs Plaines, Illinois, on 
March 14,1975. 

Joiin M. Cyrockj. 

Director, Great Lakes Region 

|FR Doc.75-7355 Filed 3-20-75;8:45 am) 


|Docket No. 75-OL-6; Arndt. 39-2136) 

PART 39—AIRWORTHINESS DIRECTIVES 
Hartzell Propellers 

There have been reports of blade sepa¬ 
rations which were experienced with cer¬ 
tain Compact Hartzell HC-C2Y Series 
Propellers. These failures are attributed 
to fatigue cracks which originated in the 
blade shank retention area. Since this 
condition may exist or develop in other 
blades of the same design, an Airworthi¬ 
ness Directive is being issued to require 
inspection, and repair or replacement of 
the propeller blades. 

8ince a situation exists that requires 
immediate adoption of this regulation. It 
is found that notice and public procedure 
hereon are impractical and good cause 
exists for making this amendment effec¬ 
tive in less than 30 day*. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
me by the Administrator (31 FR 13697 
and 14 CFR 11.89) $ 39.13 of Part 39 of 
the Federal Aviation Regulations is 
amended by adding the following new 
airworthiness directive: 

Hartzell Psopcluc&s. Applies to all Hartzcll 
( )( )7686A-( ) type blades with serial 
numbers below C38994 used on. but not 
limited to. the Model HC-C2YK-1 ( )( ), 
HC-C2YK-2( )< ). and HC-C2YK-4< ) 
( ) propellers. Those blades only used 
with Hartzdl HC-C2YK-2(-G) ( ) damp- 
ered type propellers (hub model designa¬ 
tion with “~0“ sums letter) are excluded. 
These propellers are Installed on, but not 
limited to, Pitts 8-2A. Piper PA-28-180 
(8TC SA2213WE), Piper PA-28R-200, 
Piper PA-34-200, and Mooney M20( ) 
series aircraft models. 

Compliance required as indicated, unless 
already accomplished. To detect cracks or In¬ 
dentations and prevent possible blade shank 
failures, accomplish the following: 

(a) Within the next 100 hours* time In 
service after the effective date of this Air¬ 
worthiness Directive. Inspect and repair or 
replace propeller blades In accordance with 
Paragraphs (b) and (c), and relnspect every 
1,000 hours from tho last Inspection. 

(b) Remove propeller from the aircraft and 
remove blades from the hub. Inspect tho 
blade shanks (retention area) for cracks. In¬ 
dentations and wear In accordance with (Re¬ 
quired Overhaul Procedures) Paragraphs 
B (1) and (2) of Hartzell Bulletin No. 97A 
dated March 1.1973; or later Federal Aviation 
AdmlnlstraUon approved revisions; or an 
equivalent procedure approved by the Chief, 
Engineering and Manufacturing Branch, 
Great Lakes Region. 


(c) Repair or replace blades In accordance 
with (Required Overhaul Procedures) Para¬ 
graphs B(2) thru B(10) of Hartzell Bulletin 
No. 97A dated March 1. 1973. and (Required 
Action) Paragraphs 2 and 3 of Hartzell Bul¬ 
letin No. 108 dated January 27. 1975; or later 
Federal Aviation Administration approved 
revisions; or an equivalent procedure ap¬ 
proved by the Chief. Engineering and Manu¬ 
facturing Branch. Great Lakes Region. 

(d) Upon request of the operator, a Fed¬ 
eral Aviation Administration Maintenance 
Inspector, subject to prior approval of the 
Chief. Engineering and Manufacturing 
Branch. Federal Aviation Administration. 
Great Lakes Region, may adjust the repeti¬ 
tive Inspection intervals specified In Para¬ 
graph (a), if the request contains substan¬ 
tiating data to justify the adjustment for 
that operator. 

(Hartzell Overhaul Manuals 113(B) and 
117(D). or later Federal Aviation Administra¬ 
tion approved revisions, al*o pertain to this 
subject) 

This amendment becomes effective 
March 27. 1975. 

<8ecs. 313(a), 601, and 603 of the Federal 
Aviation Act of 1958 (49 UB.C. 1354(a). 1421 
and 1423) and of sec. 8(c) of the Department 
of Transportation Act (49 UJB.C. 1656(c))). 

Issued in Des Plaines, Illinois, on 
March 14, 1975. 

John M. Cyrocki. 

Director. 

Great Lakes Region . 

(FR Doc.75-7354 Filed 3-20-75;8:45 am) 


(Airworthiness Docket No. 75-WE-4-AD; 

Arndt. 39-2133) 

PART 39—AIRWORTHINESS DIRECTIVES 
Lockheed L-1011-385-1 Series Airplanes 

Through laboratory testing, several 
possible single failures In the Trim Aug¬ 
mentation Computer, Lockheed P/N 672 
443-( 105, -107 or -109) have been Iden¬ 
tified which can cause the loss of the 
MACH FEEL, MACH TRIM, and PITCH 
TRIM systems with Incorrect annuncia¬ 
tion. The indications of one of the pos¬ 
sible single failures are two “MACH 
FEEL" fail annunciations, two “MACH 
TRIM" fail annunciations, and one 
“PITCH TRIM" fail annunciation to¬ 
gether with a caution and warning light. 
The remaining “PITCH TRIM’* channel 
is failed but is not annunciated. By 
cycling channel selection switches for 
“MACH TRIM” and “MACH FEEL”, it 
may be possible to clear the "FAIL’* light 
In one channel of each system. This 
could result in an apparent single chan¬ 
nel operative condition for “PITCH 
TRIM”. “MACH TRIM” and “MACH 
FEEL” when, in fact, both channels of 
each system arc inoperative or not 
operating properly. 

Since this condition is likely to exist 
or develop in other airplanes of the same 
type design, an airworthiness directive 
(AD) is being Issued to require: 

(a) Compliance with Lockheed 8ervlce 
Bulletin 093-22-069, dated November 26. 
1974, or later FAA-approved revisions; 

(b) Incorporation of revised Airplane 
Flight Manual Limitations; and 

• (c) Installation of a placard in full 
view of the flight crew. The placard pro¬ 
hibits use of the autopilot below 100 feet 
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above ground level If either "PITCH 
TRIM” system fails during descent to 
100 feet above the ground level. 

The AD exempts the Lockheed Com¬ 
pany from the placard requirement, if 
the airplane being operated without the 
placard is equipped with a Trim Aug¬ 
mentation Computer, modified as re¬ 
quired in the body of the AD. and a sign- 
off on the aircraft release form indicates 
compliance with this provision of the 
AD. 

Since a situation exists that requires 
Immediate adoption of this regulation, it 
U found that notice and public procedure 
hereon are impracticable and good cause 
exists for making tills amendment ef¬ 
fective in less than 30 days. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
me by the Administrator (31 FR 13697 > 

3 39.13 of Part 39 of the Federal Avia¬ 
tion Regulations is amended by adding 
the following new airworthiness direc¬ 
tive: 

Lockhkzd. Applies to L-1011-385-1 series air¬ 
planes certificated In all categoric*. 

Compliance required as Indicated. 

To prevent the possibility of an out-of- 
trtm Autopilot upon manual disconnect from 
occurring at close proximity to the ground, 
and to prevent operation at speed# at which 
tho airplane may not meet stability require¬ 
ments with inoperative MACH TRIM and 
MACH FEEL systems, and to advise the flight 
crew of possible incorrect failure annunci¬ 
ations. accomplish the following: 

(a) Within 100 hours time in service after 
the effective date of this AD, unless already 
accomplished. 

(1) Install the following placard in full 
view of the flight crew, “DUAL PITCH TRIM 
REQ'D TO 100 FT. FOR A/P USE BELOW 
100 FT." 

(2) Revise L-1011-385-1. FAA Approved 
Airplane Flight Manual (AFM) Limitations 
section# a# follows: LR 25925 by Incorpo¬ 
rating pages 1-8 and 1-7 dated March 6. 1975. 
or later FAA-approved revisions; and LR 
25225 by incorporating pages 1-6.2 and 1-6.3 
dated March 6. 1975. or later PA A-ftp proved 
revisions. Also revise appropriate operations 
manuals to incorporate the TRIM/FEEL sys¬ 
tem failure limitations Included In the above 
AFM pages. 

(b) An operator may remove the placards 
and discontinue the Instructions Imposed by 
this AD on his fleet of airplanes after the fol¬ 
lowing actions have been accomplished. 

(1) All Trim Augmentation Computers, 
Lockheed P/N 672 443-<105, -107 or -109) in 
service and In spares Inventory are modtfled 
per Lockheed Service Bulletin 093-22-069, 
dated Novomber 26, 1974. or later FAA-ap- 
proved revisions; and 

(2) A system of parts pooUng is estab¬ 
lished to insure that only spares, modified as 
defined in (b)(1), above, are Installed. 

(c) The Lockheed Company mny operate 
and deliver an airplane to an operator with¬ 
out the placard required by this AD after 
the Individual operator provides written 
notification to the Lockheed Company that 
his fleet no longer requires the placard as 
provided In (b), above. 

(d) All Trim Augmentation Computers, 
Lockheed P/N 672 443-(105. -107. or -109), 
must be modified In accordance with Lock¬ 
heed 8ervlcc Bulletin 093-22 069, dated No¬ 
vember 26, 1974, or later FAA-approved re¬ 
visions. by December 1, 1976. 

(e) Equivalent procedures and modifica¬ 
tions may be approved by the Chief, Aircraft 
Engineering Division, FAA Western Region. 


RULES AND REGULATIONS 

(f) An airplane may be flown to a base for 
tho performance of the work required by this 
AD. per FAR s 21.197 and 21.199. 

(g) For those airplanes not provided for 
In paragraph (c). above, the Lockheed Com¬ 
pany may operate the*® airplanes without 
the placard required by this AD If the follow¬ 
ing actions are accomplished: (1) A Lock¬ 
heed P N 672 443-113 Trim Augmentation 
Computer or later FAA-approved version U 
Installed; and (2) a slgn-ofi Indicating com¬ 
pliance with paragraph (g) of the AD Is 
made on the aircraft release form prior to 
each flight. 

This amendment becomes effective 
March 27, 1975. 

(Secs. 313(a), 601, and 603 of the Federal 
Aviation Act of 1958 (49 U5.C. 1354(a). 1421. 
and 1423) and of sec. 6(c) of the Department 
of Transportation Act (49 U-S.C. 1655(c)). 

Issued in Los Angeles, California, on 
March 12, 1975. 

Larry L. Hink. 

Deputy Director . 

FAA Western Beyion. 

(FR Doc.75-7353 Filed 3~20-75;8:45 am) 


|Docket No. 75-NE-8; Arndt. 39-2137) 

PART 39—AIRWORTHINESS DIRECTIVES 

Pratt & Whitney Aircraft Model JT9D 
Engines 

Amendment 39-2109 (40 FR 8544). 
AD 75-05-16, requires a repetitive 
measurement of the No. 3 breather tube 
temperature on Pratt & Whitney Air¬ 
craft JT9D-3A, -7. -7H, -7A, -7AH, -7P, 
and -20 turbofan engines. 

After issuing Amendment 39-2109. ad¬ 
ditional data pertaining to the compli¬ 
ance schedule were made available to 
the agency. Accordingly, the Airworthi¬ 
ness Directive is being revised as indi¬ 
cated below. 

1. Engines which have not had cer¬ 
tain types of major maintenance do 
not require the initial breather tube 
temperature check at 300 hours. There¬ 
fore. the inspection requirement for 
these engines has been deleted. 

2. Certain major engine sections can 
be removed or replaced without affect¬ 
ing the No. 3 compartment. Therefore, 
the requirement for a temperature check 
when these components are removed or 
replaced has been deleted. 

3. Due to design differences In the 
JT9D-20 breather, a new temperature 
probe was required for this engine 
model. The new probe may not be avail¬ 
able in sufficient time to comply with 
the AD. Therefore, an additional para¬ 
graph is being added permitting an op¬ 
erator to request approval for an 
adjustment in the initial compliance 
time. 

81nce this amendment relieves a re¬ 
striction and imposes no additional bur¬ 
den on any person, notice and public 
procedure hereon are unnecessary ad 
the amendment may be made effective 
in less than 30 days. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
me by the Administrator (31 FR 13697) 
9 39.13 of Part 39 of the Federal Aviation 
Regulation, Amendment 39-2109 (40 
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FR 85441, AD 75-05-16 is amended as 
follows: 

Pratt Sc Whitwry Aircraft. Applies to all 
Pratt & Whitney Models JT9D-3A, -7. 
-7H. -7A. -7AH. -7F, and -20 turbofan 
engines. 

To prevent possible engine Are# due to 
excessive No. 3 bearing compartment laby¬ 
rinth Beal clearances, measure the No. 3 
compartment breather air temperature !u 
accordance with Pratt Sc Whitney Bulletin 
No. 4391. dated February 19, 1975. or later 
FAA approved revlRlon. whenever any of the 
following major engine section# are re¬ 
moved or replaced: 

a. Intermediate case. 

b. Rear compressor rotor and stator assem¬ 
bly. 

c. Rear compressor drive turbine rotor as¬ 
sembly duo to: 

(!) Turbine blade root fracture. 

(2) Multiple turbine blade airfoil fracture. 

(3) Failure that causes relern*© of any other 
rotating part. 

d. Front compressor drive turbine rotor as¬ 
sembly due to loot of complete blade. 

e. Turbine exhaust ca*c due to loose or 
missing tailcone. 

f DLfTusor case 

Engines which have had any of tho major 
engine sections described In (a) through (f) 
removed or replaced prior to the effectlve 
date of this AD. must be inspected within 
the next 300 hours time in service after the 
effective date of this AD. unless already ac¬ 
complished. 

If the measured breather air temperature 
Is above the limit defined by Pratt A Whitney 
Curve Number 4391, dated February 14. 1975, 
remove the engine from service prior to fur¬ 
ther flight. 

Upon request of the operator, an FAA 
maintenance inspector, subject to prior ap¬ 
proval of the Chief. Engineering and Manu¬ 
facturing Branch. FAA. New England Region, 
may adjust the initial Inspection compliance 
time specified In this AD. 

This amendment becomes effective 
March 24, 1975. 

The manufacturer's specifications and 
procedures identified and described in 
this directive are incorporated herein 
and made a part hereof pursuant to 5 
U.S.C. 552(a) (1). Ail persons affected by 
tills directive who have not already re¬ 
ceived these documents from the manu¬ 
facturer may obtain copies upon request 
to Pratt 4t Whitney Aircraft, Division of 
United Aircraft Corporation, 400 Main 
Street, East Hartford, Connecticut 06108. 
These documents may also be examined 
at Federal Aviation Administration, New 
England Region, 12 New England Execu¬ 
tive Park, Burlington, Massachusetts 
01803. and at FAA headquarters, 800 In¬ 
dependence Avenue SW., Washington. 
D.C. A historical file on this AD which 
includes the incorporated materia] in full 
is maintained by the FAA at its head¬ 
quarters In Washington, D.C., and at 
New England Region. 

(Sec# 313(a), 601, and 603 of the Federal 
Aviation Act of 1958 ( 49 DS C. 1354(a). 1421. 
and 1423) and of a*c. 6(c) of the Depart¬ 
ment of Transportation Act (49 U.8.C. 1665 
<c))). 

Issued in Burlington, Massachusetts, 
on March 14, 1975. 

The incorporation by reference provi¬ 
sions in this document was approved by 
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the Director of the Federal Register on 
Juno 19. 1967. 

Quentin S. Taylor, 
Director . New England Region. 

1FR Doc.76-7357 Piled 3-20-75,8:45 am] 


| Airspace Docket No. 76-80-25) 

PART 71—DESIGNATION OF FEDERAL 

AIRWAYS, AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE* AND REPORTING 

POINTS 

Alteration of Transition Area 

The purpose of this amendment to 
Part 71 of the Federal Aviation Regula¬ 
tions is to alter the Dublin, Ga.. transi¬ 
tion area. 

The Dublin transition area is described 
in f 71.181 (40 FR 4411. In the descrip¬ 
tion, an extension is predicated on Dub¬ 
lin VORTAC 069* radial Effective 
June 19, 1975. the Dublin VORTAC will 
be relocated and the final approach 
radial of the instrument approach proce¬ 
dure will be changed to Dublin VORTAC 
272*. It is necessary to amend the de¬ 
scription to reflect this change. Since this 
amendment is minor in nature, notice 
and public procedure hereon are unnec¬ 
essary. 

In consideration of the foregoing, 
Part 71 of the Federal Aviation Regula¬ 
tions is amended, effective 0901 G.m t ., 
June 19. 1975, as hereinafter set forth. 

In 5 71.181 (40 FR 441). the Dublin. 
Oa , transition area is amended as fol¬ 
lows: 

**• • • 008* radial extending from the 
6*mile radius area to 1.5 mUes eaat ol the 
VORTAC • • •" is deleted and "• • • 272* 
radial, extending from the 0-miie radius area 
to the VORTAC • • •** la substituted there¬ 
for. 

(8ec. 307(a) of the Federal Aviation Act of 
1058 (49 UB.C. 1348(a)) and of eec. 0(c) of 
the Department of Transportation Act <49 
U5.C* 1685(c)) 

Issued in East Point, Ga., on March 13, 
1975. 

Phillip M. Swatoc* 
Director . Southern Region. 

| PR Doc.75-7350 Piled 3-20-75,8:45 am] 


Title 16—Commercial Practices 

CHAPTER I—FEDERAL TRADE 
COMMISSION 

(Docket No. O 2016) 

PART 13—PROHIBITED TRADE PRAC¬ 
TICES. AND AFFIRMATIVE CORRECTIVE 
ACTIONS 

Albert's Furniture Co., Inc., et al. 

Subpart—Advertising falsely or mis¬ 
leadingly: f 13.73 Formal regulatory and 
statutory requirements: 13.73-92 Truth 
in Lending Act; 5 13.155 Prices ; 13 155- 
95 Terms and conditions: 13.155-95<a> 
Truth in Lending Act. Subpart—Falling 
to maintain records: | 13.1051 Failing to 
maintain records; 13.1051-30 Formal 
regulatory and/or statutory require¬ 
ments. Subpart—Misrepresenting oneself 
and goods—Prices: 5 13.1823 Terms and 
conditions; 13.1823-20 Truth in Lending 


RULES AND REGULATIONS 

Act. Subpart—Neglecting, unfairly or de¬ 
ceptively, to make material disclosure: 
1 13.1852 Formal regulatory and statu- 
tory requirements; 13.1852-75 Truth in 
Lending Act; 1 13.1905 Terms and condi¬ 
tions; 13.1905-00 Truth in Lending Act. 

(8©c. 0. 38 Stat. 721: 15 Ull.C. 40. Interpret 
or apply sec 6. 38 Stat. 719, ai amended; 82 
Stat. 140. 147; 15 UJB.C. 45. 1001-1006) |Omm 
and desist order. Albert's Furniture Company, 
foe. et al, Miami, Opa lock* and Ft. Lauder- 
dale, Fla., Docket C-2010, Dee 17, 1974 ) 

In the Matter of Albert's Furniture Com¬ 
pany , fnc.. a corporation , Albert's 
27th Avenue Corporation . a corpora¬ 
tion, Albert's Wilton Manor Corpo¬ 
ration , o corporation , and Samuel 
Albert and Carl Nicrenburg. indi¬ 
vidually and as officers of said cor¬ 
porations. 

Consent order requiring three Florida 
furniture dealers, among other things to 
cease violating the Truth in Lending Act 
by failing to disclose to consumers, in 
connection with the extension of con¬ 
sumer credit, such information as re¬ 
quired by Regulation 2 of the said Act 
and failing to maintain records. 

The Decision and Order. Including fur¬ 
ther order requiring report of compliance 
therewith, is ms follows: 1 

It is ordered, That respondents Albert s 
Furniture Company, Inc., a corporation, 
Albert’s 27th Avenue Corporation, a cor¬ 
poration, and Albert’s Wilton Manor 
Corporation, a corporation, their succes¬ 
sors and assigns, and their officers, and 
Samuel Albert and Carl Nlcrenburg. In¬ 
dividually and as officers of the corpora¬ 
tions. and respondents* agents, represent¬ 
atives and employees, directly or through 
any corporation, subsidiary, division or 
other device, in connection with any ex¬ 
tension of consumer credit or advertise¬ 
ment to aid, promote or assist directly or 
indirectly any extension of consumer 
credit, as ’’consumer credit” and -adver¬ 
tisement” are defined in Regulation Z (12 
CFR 226) of the Truth in Lending Act 
(Pub. L. 90-321 (15 UJB.C. 1601 et aeq.) >, 
do forthwith cease and desist from: 

1. Falling to provide any customer, 
prior to consummation of the credit 
transaction, with a copy which the cus¬ 
tomer may retain* of all disclosures enu¬ 
merated in ft 226.8 of Regulation Z. in the 
form and manner prescribed therein, as 
required by ft 226.8(a) of Regulation Z. 

2. Failing to disclose the "annual per¬ 
centage rate” accurately to the nearest 
quarter of one percent, in accordance 
with $ 226.5 of Regulation Z, as required 
by ft 226.8(b) (2) of Regulation Z. 

3. Failing to disclose the number, 
amount and due dates or period of pay¬ 
ments scheduled to repay the indebted¬ 
ness, as required by ft 226.8(b) (3) of Reg¬ 
ulation Z. 

4. Failing to disclose the sum of the 
payments scheduled to repay the indebt¬ 
edness, and to describe that sum as the 
“total of payments,” as required by 
1226.8(b)(3) of Regulation Z. 


* Copies of the Complaint, Decision and 

Order, filed with the original document. 


5. Falling to disclose the amount, or 
method of computing the amount of any 
default, delinquency or similar charges, 
payable In the event of late payments, as 
required by ft 226.8(b) (4) of Regulation 
Z. 

6. Failing to disclose in conjunction 
with the description or identification 
of the type of security interest held, re¬ 
tained or required, that future Indebted¬ 
ness is secured by the property in which 
the security interest is retained, as re¬ 
quired by f 226.8(b) (5) of Regulation Z. 

7. Falling to identify the method of 
computing the unearned portion of the 
finance charge in the event of prepay¬ 
ment of the obligation, as required by 
8 226.8<b)<7) of Regulation Z. 

8. Foiling to disclose the price at which 
respondents offer, in the regular course 
of business, to sell for cash the property 
or services which are the subject of the 
credit sole and to describe that price as 
the "cosh price ” as required by f 226.8 
(c)(1) of Regulation Z. 

9. Failing to disclose the downpayment 
In money made in connection with a 
credit sale and to describe that down¬ 
payment as the “cash downpayment.” as 
required by ft 226.8(c) (2) of Regulation 
Z. 

10 Falling to disclose the downpay¬ 
ment in property made in connection 
with a credit sale and to describe that 
down nay ment as the “trade-in.” as re¬ 
quired by f 226.8(c) (2) of Regulation Z. 

11. Failing to disclose the sum of the 
cash downpavment and the trade-in and 
to describe that stun as the "total down- 
payment” ns required by ft 226.8(c) *2) 
of Regulation Z. 

12. Failing to disclose the difference 
of the cash price and the total down- 
payment and to describe that difference 
as the "unpaid balance of the cash 
price,” as required by ft 226.8(c) <3> of 
Regulation Z. 

13. Failing to disclose the amount of 
credit extended and to describe that 
amount as the “amount financed*” as 
required by ft 226.8(c) (7) of Regulation 
Z. 

14. Failing to disclose the "finance 
charge” in accordance with Section 226- 
4 of Regulation Z. as required by ft 226 8 
(c) (8) (!) of Regulation Z. 

15. Failing to disclose the sum of the 
cash price, all other charges which are 
included in the amount financed but 
which ore not part of the finance charge, 
and the finance charge, and to describe 
that sum as the “deferred payment 
price” as required by ft 226.8(c)(8)<ii> 
of Regulation Z. 

16. Falling to maintain evidence of 
compliance with Regulation Z for two 
years after the date of each disclosure, 
as required by I 226.6(1) of Regulation Z. 

17. Failing tn any consumer credit 
transaction or advertising to make all 
disclosures determined in accordance 
with ftft 226.4 and 226.5 of Regulation Z 
at the time and in the manner, form and 
amount required by If 226.6, 226.7, 226.8, 
and 226.10 of Regulation Z. 

It is further ordered. That respondents 
deliver a copy of this order to all present 
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and future personnel of respondents en¬ 
gaged In the consummation of any ex¬ 
tension of consumer credit or In any 
aspect of preparation, creation or plac¬ 
ing of advertising, and that respondents 
secure a signed statement acknowledg¬ 
ing receipt of said order from each such 
person. 

It is further ordered, That respondents 
notify the Commission at least thirty 
(30) days prior to any proposed change 
in the corporate respondent such as dis¬ 
solution. assignment or sale resulting in 
the emergence of a successor corporation, 
the creation or dissolution of subsidiaries 
or any other change in the corporation 
which may affect compliance obligations 
arising out of this order. 

It is further ordered . That the individ¬ 
ual respondents named herein promptly 
notify the Commission of the discontinu¬ 
ance of their present business or em¬ 
ployment and of their affiliation with a 
new business or employment. Such no¬ 
tice shall include respondents’ current 
business address and a statement as to 
the nature of the business or employ¬ 
ment in which they are engaged as well 
as a description of their duties and re¬ 
sponsibilities. 

It is further ordered, That the re¬ 
spondents herein shall within sixty (60) 
days after service upon them of this 
order, file with the Commission a report. 
In writing, setting forth in detail the 
manner and form in which they have 
complied with this order. 

The Decision and Order was issued by 
the Commission. December 17.1974. 

Charles A. Tobin, 
Secretary. 

|FR Doc.75-7430 Filed 3-20-75:8:45 am) 


| Docket No. 6851-o) 

PART 13—PROHIBITED TRADE PRAC¬ 
TICES, AND AFFIRMATIVE CORRECTIVE 
ACTIONS 

Crown Central Petroleum Corp. 

Subpart—Advertising falsely or mis¬ 
leadingly: 4 13.10 Advertising falsely or 
misleadingly ; 9 13.20 Comparative data 
or merits; I 13.170 Qualities or proper¬ 
ties of product or service: 13.170-10 
Cleansing, purifying; 9 13.205 Scientific 
or other relevant facts: 9 13 265 Tests 
and investigations; § 13.280 Unique na¬ 
ture or advantages . Subpart—Misrepre¬ 
senting oneself and goods—Goods: 
9 13.1710 Qualities or properties: 4 13.- 
1730 Results: 9 13.1740 Scientific or other 
relevant facts; 4 13.1762 Tests, pur¬ 
ported. 

(Sec. 6. 38 StAt. 721: 15 USC. 46. Interpret* * 
or ApplUw sec. 5. 38 StAt. 719. aa Amended; 15 
U.S.C. 45) (Cea*e and desist order, Crown 
Central Petroleum Corporation, Baltimore. 
Md.. Docket 8851-0, Nor 26. 1974.) 

in the Matter of Crown Central Petro¬ 
leum Corporation, a corporation . 

Consent order requiring a Baltimore. 
Md.. seller and distributor of gasoline 
and other petroleum products, among 
other things to cease misrepresenting 
that its gasoline additive will produce 
pollution-free exhaust. 


The Pinal Order, Including further 
order requiring report of compliance 
therewith. Is as follows: * 

This matter is before the Commission 
pursuant to cross appeals of respondent 
and complaint counsel after the filing of 
an Initial Decision finding respondent in 
violation of section 5 of the Federal 
Trade Commission Act. The Commission 
has received written briefs from the par¬ 
ties, heard oral arguments on the ap¬ 
peals and considered the record devel¬ 
oped during the adjudicative proceedings 
before the Administrative Law Judge. 
For the reasons set forth In the opinion * 
accompanying tills order, we have deter¬ 
mined that complaint counsel's appeal 
should be granted in part and respond¬ 
ent’s appeal granted in part, and that, 
except to the extent it Is inconsistent 
with the Commission’s opinion, the Ini¬ 
tial Decision * of the Administrative Law 
Judge should be, and it hereby is, adopted 
along with the opinion accompanying 
this order as the final findings of fact and 
conclusions of law of the Commission 
in this matter. We have also deter¬ 
mined. for the reasons stated in the 
opinion accompanying this order tliat 
the order of the Administrative Law 
Judge should be modified and the pro¬ 
visions set forth herein adopted as the 
final order of the Commission in this 
case. Accordingly, 

It is ordered. That the following cease- 
and-desist order shall be and it hereby 
is entered: 

It is ordered. That respondent Crown 
Central Petroleum Corporation, a cor¬ 
poration. its successors and assigns, and 
its officers, representatives, agents, and 
employees, directly or through any cor¬ 
porate or other device in connection with 
the advertising, offering for sale, sale or 
distribution of Crown gasolines, or the 
additive CA-101, or any other product in 
commerce as ' commerce” is defined in 
tho Federal Trade Commission Act, do 
forthwith cease and desist from: 

1. Representing directly or by implica¬ 
tion that any such product: 

<a> Will produce or result in motor 
vehicle exhaust which Is pollution free or 
generally pollution free; or 

<b> Will eliminate or reduce air pollu¬ 
tion caused by motor vehicles; or 
(c> Will eliminate or reduce emissions 
from all or any number or group of motor 
vehicles in which it is used; 

or that: 

(d) Any gasoline or gasoline additive 
product has any other quality, perform¬ 
ance ability or other characteristic; or 
<e> Tests, demonstrations, research or 
experiments have been conducted which 
prove or substantiate any of said rep¬ 
resentations; 

Unless and only to the extent that each 
and every stich representation is true 
and has been fully and completely sub¬ 
stantiated by competent scientific tests. 


1 Copies of the Complaint, Opinion. Ap¬ 
pendices. Initial Decision and Final Order 
hied with the original document. 

* Filed with ortgtnal document. 

* Filed with original document. 
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The results of said tests, the original 
data collected in the course thereof and 
a detailed description of how said tests 
were performed shall be kept available in 
written form for at least three years fol¬ 
lowing the final use of the representation. 

2. Representing directly or by impli¬ 
cation that any such product has any 
effectiveness in reducing air pollution or 
any air pollutant or air pollutants with¬ 
out at the same Lime, in the same adver¬ 
tisement or other form of communica¬ 
tion. conspicuously disclosing that not all 
of the harmful pollutants in automotive 
exhaust are affected by said product. 

3. Representing directly or by implica¬ 
tion tliat any product will reduce any 
emissions of pollutants from automobile 
exhaust by any percentage or numerical 
quantity unless in connection therewith 
there 1s a clear, accurate and conspicu¬ 
ous disclosure of the type of vehicle 
which can expect to achieve reductions 
of such magnitude and the approximate 
percentage of such vehicles in the general 
car population. 

It Is further ordered. That the re¬ 
spondent corporation shall forthwith dis¬ 
tribute a copy of this order to each of its 
operating divisions. 

It is further ordered, Tliat respondent 
shall notify the Commission at least 
thirty (30) days prior to any proposed 
change in the corporate respondent such 
os dissolution, assignment, or sale result¬ 
ing in the emergence of a successor cor¬ 
poration. the creation or dissolution of 
subsidiaries, or any other change in the 
corporation which may affect compliance 
obligations arising out of the order. 

It is further ordered . That respondent 
shall, within sixty (60) days after service 
of the order upon It. file with the Com¬ 
mission a written report, signed by the 
respondent, setting forth In detail the 
manner and form of Its compliance with 
the order to cease and desist. 

Commissioners Hanford and Nyc did 
not participate since oral argument was 
heard prior to their assumption of Office. 

The Final Order was issued by the 
Commission. Nov. 26.1974. 

Charles A. Tobin, 
Secretary . 

(FR Doc.75-7428 Filed 3-20-75:8:45 ora) 


(Docket No. C-2608J 

PART 13—PROHIBITED TRADE PRAC¬ 
TICES, AND AFFIRMATIVE CORRECTIVE 
ACTIONS 

General Foods Corp. 

Subpart—Advertising falsely or mis¬ 
leadingly: 9 13.10 Advertising falsely or 
misleadingly: 9 13.45 Content; 9 13.170 
Qualities or properties of product or serv¬ 
ice: 13.170-53 Medicinal, etc.—Animal: 
13.170-64 Nutritive; 4 13.205 Scientific or 
other relevant facts. Subpart—Correc¬ 
tive actions and/or requirements; 

9 13.533 Corrective actions and/or re¬ 
quirements: 13.533-45 Maintain records. 
13.533-4S<a) Advertising substantiation. 

Subpart—Misrepresenting oneself and 
goods—Goods: 9 13.1605 Content; 9 13.- 
1710 Qualities or properties; 9 13.1740 


FEDERAL REGISTER, VOL 40. NO. 55—FRIDAY, MARCH 21. 1975 











12776 

Scientific or other relevant fact*. Sub¬ 
part —Offering unfair, improper and de¬ 
ceptive inducements to purchase or deal: 
I 13.2063 Scientific or other relevant 
fact*. 

(Sec. 6. 58 SUt. 731: 15 USC. 45. Interpret* 
or applies sec. ft. 88 Slat. 710. as Amended; 
1ft UBC. 45) |Oes*e And dcnlst order. Oen- 
eral Foods Corporation. White Plain*. N.Y„ 
Docket C-2606, Dec. 3. 1074.J 

/« the Matter of General Food* Corpora¬ 
tion, a corporation. 

Consent order requiring a White 
Plains. N.Y„ distributor of "Galncsburg- 
ers" dog food, among other things to 
cease misrepresenting the nutrient con¬ 
tent of its product: misrepresenting the 
nutritional need of pets; misrepresent¬ 
ing the nutritional value of any of the 
ingredients contained In Its product; and 
falling to maintain accurate records 
which support any advertising claims 
made by respondent. 

The Decision and Order, including fur¬ 
ther order requiring report of compliance 
therewith, is as follows. 1 

Jt is ordered , That respondent Gen¬ 
eral Foods Corporation, a corporation. 
Its successors and assigns, and Its agents, 
officers, representatives and employees, 
directly or through any corporate or 
other devices, in connection with the 
advertising, offering for sale, sale or dis¬ 
tribution of any pet food, forthwith cease 
and desist from: 

1. Disseminating or causing the dis¬ 
semination of any advertisement by 
means of the United States mails or by 
any means in commerce, as “commerce" 
is defined In the Federal Trade Commis¬ 
sion Act, which contains the following: 

a. Any representation, directly or in¬ 
directly. orally, visually, or by any other 
means, that “Gaines.burgers” contain 
any nutrient Ingredient unless that in¬ 
gredient ts present in a nutritionally 
significant amount, provided, however, 
that "Oainesburgcrs” may be described 
as flavored with a certain ingredient or 
tasting of a certain ingredient without 
that Ingredient being present in a nutri¬ 
tionally significant amount 

b. Any representation, directly or in¬ 
directly, orally, visually, or by any other 
means, that pets have a need for a nu¬ 
trient which they do not in fact need. 

c. Any statement or representation, 
direct or Indirect, as to the nutritional 
value of any pet food or any nutrient 
ingredient In any pet food unless at the 
time of such representation respondent 
has a reasonable basis for such state¬ 
ment or representation. which shall con¬ 
sist of competent scientific, veterinary 
medical, or other similar objective 
material. 

2. Failing to maintain and produce 
accurate records which may be inspected 
by Commission staff members upon 
reasonable notice: 

a. Which consist of documentation In 
support of any claim included In adver¬ 
tising or sales promotional material dis- 


1 Copies of the Complaint, DtcMon and 
Ovder. filed with the original document. 
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seminatod by respondent, insofar as the 
text of such claim is prepared, or is au¬ 
thorized and approved by any person 
who is an officer or employee of respond¬ 
ent. or of any division or subdivision of 
respondent, or by any advertising agency 
engaged for such purpose by respondent 
or by any such division or subsidiary, 
which claim concerns the nutritional 
characteristics of any General Foods pet 
food; and 

b. Which provided the basis upon 
which respondent relied as of the time 
the claim was made; and 

c. Which shall be maintained by re¬ 
spondent for a period of three years 
from the date such advertising or sales 
promotional material was last dissemi¬ 
nated by respondent or any division or 
subsidiary of respondent 

The provisions of paragraph 2 shall 
be in effect for a period of ten (10) years 
from the date this order becomes final. 

It is further ordered . That respondent 
shall forthwith distribute a copy of this 
order to each of Us operating divisions. 

It is further ordered. That respondent 
notify the Commission at least thirty 
(30) days prior to any proposed change 
in the corporate respondent such a dis¬ 
solution. assignment or sale resulting in 
the emergence of a successor corporation, 
the creation or dissolution of subsidiaries 
or any other change In the corporation 
which may affect compliance obligations 
arising out of this order. 

It is further ordered. That respondent 
shall, within sixty (60) days after the 
service of the order upon them, file with 
the Commission a report in detail of the 
manner and form of Its compliance with 
the order to cease and desist 

The decision and order was issued by 
the Commission December 3.1974. 

Charles A. Tobxn. 

Secretary . 

[FR Doc.75-7429 Filed 3-20-75;8:4ft am) 


Title 19—Customs Duties 

CHAPTER I—UNITED STATES CUSTOMS 
SERVICE. DEPARTMENT OF THE TREAS¬ 
URY 

ITD. 75-561 

PART 153— ANTIDUMPING 
Potassium Chloride From West Germany 

On January 17. 1975. there was pub¬ 
lished in the Federal Register (40 FR 
3017) a ‘Notice of Tentative Determina¬ 
tion to Revoke Dumping Finding’* with 
respect to potassium chloride, otherwise 
known as muriate of potash, from West 
Germany. A finding of dumping appli¬ 
cable to this merchandise was published 
as T.D. 69-264, In the Federal Register 
of December 19. 1909 (34 FR 19905). 

The above-mentioned notice set forth 
the reasons for the proposed revocation, 
and Interested parties were offered an 
opportunity to make written submissions 
or request the opportunity to present 
oral views in connection therewith. 

No requests to present oral views hav¬ 
ing been received and all written views 


being in accord with the tentative deter¬ 
mination. I hereby determine that, for 
the reasons stated In the "Notice of Ten¬ 
tative Determination to Revoke Dump¬ 
ing Finding.*’ potassium chloride, other¬ 
wise known as muriate of potash, from 
West Germany Is no longer being, nor 
Is It likely to be. sold In the United 
States at less than fair value within the 
meaning of the Antidumping Act, 1921. 
as amended (19 U.S.C. 160 et seq.). and 
I hereby revoke the finding of dumping 
published as T£>. 69-264. supra. 

§ 153.13 [Amended) 

Accordingly, ! 153.43 of the Customs 
Regulations (ID CFR 153.43) Is hereby 
amended by deleting, from the column 
headed "Merchandise.” the words ”Po¬ 
tassium chloride, otherwise known as 
muriate of potash," from the column 
headed •‘Country,” the words "West Ger¬ 
many.” and from the column headed 
M T.D," reference to TD. 69-264. 

This determination is published pur¬ 
suant to 1153.41(d). Customs Regula¬ 
tions (19 CFR 153.41(d)). 

(8dca. 201. 407, 42 8t*t. 11. a» amended. 18; 
(19 USD. 150, 173)) 

[seal) David R. Macdonald. 

Assistant Secretary of the Treasury . 

March 18. 1975. 

)FR Doc.76-7493 Filed 3-20-75;8:4ft *in| 


Title 27— Alcohol, Tobacco Products and 
Firearms 

CHAPTER I—BUREAU OF ALCOHOL, TO¬ 
BACCO AND FIREARMS, DEPARTMENT 
OF THE TREASURY 

(Notice 274; Reference: T.D. ATP-14 J 

PART 6—INDUCEMENTS FURNISHED 
TO RETAILERS 

Inside Signs Furnished to Retailers of Wine 
by Industry Members; Correction 

In FR Doc. 75-5917 Appearing on page 
10456 for Thursday, March 6. 1975, ref¬ 
erence to ”27 CFR 6.23a” In the “Sum¬ 
mary of Notice” and “Summary of Com¬ 
ments” should read ”27 CFR 6.23b". 

Rex D. Davis, 

Director. Bureau of Alcohol, 
Tobacco and Firearms. 

March 13.1975. 

(FR Doc.75-7436 Filed 3-20-75;8:45 am) 


title 32— National Defense 

CHAPTER VI—DEPARTMENT OF THE 
NAVY 

SUBCHAPTER A—UNITED STATES NAVY 
REGULATIONS AND OFFICIAL RECORDS 

PART 701—AVAILABILITY OF 
DEPARTMENT OF THE NAVY 

Records and Publication of Department of 
the Navy Documents Affecting the Public 

Subparts A through D of this revision 
arc based on the provisions of Secretary 
of the Navy Instruction 5720.42B, Feb¬ 
ruary 13.1975. which implements, within 
the Department of the Navy, the provi¬ 
sions of Department of Defense Directive 
5400.7. February 14. 1975 (32 CFR Part 
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2*6) pertaining to action on requests for. 
release of departmental records under 
the Freedom of Information Act <5 
XJJQ.C. 552, as amended by Pub. L. 93- 
502). The latter directive was published 
on February 26. 1976 (40 FR 8190) with 
an Invitation for public comment. It is 
contemplated that the provisions of thin 
Part 701 will be reconciled with the re¬ 
quirements of the aforementioned De¬ 
partment of Defense Directive when the 
latter requirements are finalized in the 
manner indicated at 40 FR 8191. De¬ 
partment of the Navy regulations imple¬ 
menting the further provisions of the 
Freedom of Information Act and related 
administrative requirements will be pub¬ 
lished when issued, as additional sub¬ 
parts of tills Part 701. 

32 CFR Part 701 Is revised to read ns 
follows: 

Subp«rt A—Seqawti for Record* 

Sec. 

701,1 Purpose. 

701.3 Scope and offcct. 

701.4 * Record(s) M d«fined. 

701.5 General provision*. 

701.0 Form and addressee lor requests for 
records. 

701.7 ResponalbUlty and authority for de¬ 
termination. 

701 8 Procedures for processing request*. 
701-9 Appeals from denials of requests for 
records. 

701.13 Effective date. 

Subpart B—Guideline* on Matter* Which Are 
Lx am pi From Public Oiacloaure 

701.21 General rule. 

701:22 ’'Reasonably Segrcgable” matters. 

701.23 Judicial review. 

701.24 Specific exemptions. 

Subpart C—Addresses for Requests for Depart¬ 
ment of tha Navy Records and Location* at 
Which Department of the Navy Record* Are 
Available for Public Inspection 

701-81 Addresses for requests Tor Depart¬ 
ment of the Navy records. 

701-32 Locations at which Department of 
the Navy records are available for 
public inspection. 

Subpart D—Schedules of Fees 

701.40 Uniform search and duplication fees 
for Department of Defense com¬ 
ponent*. 

Subpart L—[Reserved] 

Authostty; 5 U.8.C. 652. as amended by 
Pub. L. 93-502, 32 CFR Part 280 (40 FR 
8190). 

Subpart A—Requests for Records 
§ 701,1 Purpose. 

Subparts A through D of this Part 
701 implement the Freedom of Informa¬ 
tion Act (5 U.S.C. 552) and DoD Direc¬ 
tive 5400.7 of February 14, 1975 (32 CFR 
Part 286; 40 FR 8190>, by delineating re¬ 
sponsibilities and prescribing policies, 
procedures, conditions, and criteria ap¬ 
plicable to responding to requests of 
members of the public for copies of De¬ 
partment of the Navy Records, and is 
published for the guidance of the public. 

S 701.3 Scope and olTcrt 

fa) Applicability. Subparts A through 
D of this Part 701 shall govern responses 
by Department of the Navy officials and 
military and civilian personnel to writ¬ 
ten requests from members of the pub¬ 


lic for permission to examine, or to be 
provided with copies of Deportment of 
the Navy records. Informal requests, re¬ 
quests of members of the public for In¬ 
formation other than records, and in¬ 
quiries not clearly contemplating the 
furnishing of records, ore not subject 
to the technical requirements of tills 
subpart, but shall be answered promptly 
in accordance with other established pro¬ 
cedures and practices. See 3 701 6. Addi¬ 
tionally. the following categories of re¬ 
quests for information or records are 
specifically excluded from the scope of 
this instruction: 

(1) Request* from the Congress or 
Member? of Congress, which are gov¬ 
erned by Sec re ton’ of the Navy Instruc¬ 
tion 5730.12, and by } 1-1006 1 of the 
Armed Services Procurement Regulation 
(32 CFR 1.1006-1): 

(2) Requests from Department of the 
Navy military or civilian personnel (ac¬ 
tive, reserve, former, or retired) for in¬ 
formation contained In their personnel 
or medical records, or for copies of doc¬ 
uments contained therein, which, unless 
specifically stating that they are sub¬ 
mitted pursuant to this Instruction or the 
Freedom of Information Act. will be pre¬ 
sumed to have been submitted pursuant 
to other regulations or procedures 
.specifically designed to ensure the pro¬ 
tection of the privacy of the individuals 
concerned. 

(3) Requests from the General Ac¬ 
counting Office for records in connec¬ 
tion with audits, which are governed by 
Secretary of die Navy Instruction 5741 - 

2D: 

(4) Court orders or subpoenas de¬ 
manding production of records, discov¬ 
ery, or testimony of witnesses, which are 
governed by the Manual of the Judge 
Advocate General (JAGINST 5800.7A). 
chapter XIII < 32 CFR Part 720) or 

(5) Requests from other Federal agen¬ 
cies. or Federal Government employees 
whose official dudes require or entitle 
them to have the particular inf carnation 
or records. 

(b> Publication and Public Availability 
of Special Classes of Records. The re¬ 
quirements in 5 U.S.C. 552 that certain 
classes of Department of the Navy regu¬ 
latory, rule-making, and organizational 
records be published in the Federal Reg¬ 
ister for the guidance of the public, and 
requirements that records having prece¬ 
dential effect concerning the public be 
currently indexed and held available for 
public Inspection and copying, are Im¬ 
plemented in subpart E. 

(c) Public Affairs Regulations. This 
instruction Li Intended to complement, 
and not restrict, the conduct of Depart¬ 
ment of the Navy public affairs, media 
relations, community relations, or inter¬ 
nal relations functions and practices au¬ 
thorized In Secretary of the Navy In¬ 
struction 5720.44, Department of the 
Navy Public Affairs Regulations. Should 
the latter Instruction conflict in any re¬ 
spect with any provisions of this Part 
701. however, the provisions of this part 
shall be controlling. 

(d) U.S. Navy Regulations. For the 
purposes of article 1116 3. ITS. Navy Reg¬ 


ulations. 1973, [32 CFR 700.1116(0 1 the 
release of a record to a member of the 
public upon a request granted in accord¬ 
ance with 33 701.8 or 9 shall be deemed 
to have been done in the discharge of 
official duties. For the purposes of article 
1116 4 [§ 700.1116(d)), the release of a 
record designated as “For Official Use 
Only* to a member of the public upon 
a request granted in accordance with 
53 701.8 or 9. shall not be deemed to have 
been a release to the “general public.** 

<e> Other Directives. Other directives 
which, to the extent that they do not 
conflict with this subpart, serve to sup¬ 
plement it with respect to particular cat¬ 
egories of information or records, in¬ 
clude : 

<1> Bureau of Naval Personnel In¬ 
struction 1070.12A and Marine Corps 
Manual, paragraph 1070 (also, for Head¬ 
quarters, Marine Corps, HQO P5000.3A, 
chapter 30)—release of information from 
the personnel records of members and 
former members of the Navy and Marine 
Corps. 

<2> Federal Personnel Manual, chap¬ 
ters 293, 294. 335. 339 and 713—release 
of information from active and inactive 
civilian personnel records. 

(3) Manual of the Medical Depart¬ 
ment. U.S. Navy. NAVMED P-117. chap¬ 
ter 23. section III—release of informa¬ 
tion from active and inactive medical 
records. 

(4) Armed Services Procurement Reg¬ 
ulation (32 CFR 1 329) and Navy Pro¬ 
curement Directives (32 CFR Part 737) — 
release of procurement records and in¬ 
formation. 

§701.1 “Rc«onI(*)" dr fined. 

(a) As used in subparts A through D. 
the term 'rccord(s) ** is intended to in¬ 
clude any books, papers, maps, photo¬ 
graphs. or otlier documentary materials, 
regardless of physical form or character¬ 
istics, made or received by any agency 
of the United States Government in pur¬ 
suance of Federal law or in connection 
with the transaction of public business 
and preserved or appropriate for preser¬ 
vation by that agency or its legitimate 
successor as evidence of the organization, 
functions, policies, decisions, procedures, 
operations, or other activities of the Gov¬ 
ernment or because of the informational 
value of data contained therein. “Rec¬ 
ords** axe not limited to permanent or 
historical documents but include con¬ 
temporary documents as wed. 

(b> ’Record(a) “ described in §701.4 
(A) (I) which are stored in. computers 
are not excluded from the provisions of 
tills subpart. See 3 701.5(b) <2>. 

<c> However, the term “record(s>** 
does not include objects or articles such 
as structures, furniture, paintings, sculp¬ 
ture. three-dimensional models, vehi¬ 
cles. equipment, etc., whatever their his¬ 
torical value or value os “evidence." For¬ 
mulae. designs, drawings, research data, 
computer programs, technical data pack¬ 
ages. etc., are not considered "records" 
within the Congressional Intent of 5 
U.S.C. 552, even though maintained in 
documentation form. Because of devel¬ 
opment costs, utilization, or value, these 
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items are considered property, not pre¬ 
served for informational value nor as evi¬ 
dence of agency functions, but as ex¬ 
ploitable resources to be utilized in the 
best interest of all the public. Requests 
for copies of such material shall be 
evaluated in accordance with policies ex¬ 
pressly directed to the appropriate dis¬ 
semination or use of such property. Re¬ 
quests to Inspect such material to deter¬ 
mine its content for informational pur¬ 
poses shall normally be granted, however, 
unless inspection is inconsistent with the 
obligation to protect the property value 
of the materal. as. for example, may be 
true for certain formulae. 

§ 701.5 Gfncral pruvMon*. 

(a) Policy. In accordance with the 
spirit and intent of 5 U.S.C. 552 and 32 
CFR Part 286. the Department of the 
Navy will make available to the public 
the maximum information concerning 
its operations, activities, and adminis¬ 
tration. Subject to the conditions in sub¬ 
parts A through D concerning exemp¬ 
tions and the requesters, compliance 
with prescribed minimum requirements, 
records requested by the public will be 
made available promptly, fully, and 
willingly, as a matter of right. 

(b) Requests for Records. Upon re¬ 
ceipt of written or oral requests to naval 
activities, all reasonable efforts should 
be made to advise members of the public 
on the correct means for securing per¬ 
mission to examine desired records at 
appropriate times at locations where 
they are held, or for obtaining copies of 
such records. Subject to the requesters* 
compliance with the minimum require¬ 
ments prescribed in 9 701.6(a), the fol¬ 
lowing provisions shall apply, at all ac¬ 
tivities and all echelons of command, 
to written requests for examination or 
copies of records under the cognizance 
of the Department of the Navy: 

(1) Time limits. Except in the limited 
instances where brief time extensions are 
authorized under 9 701.8(b) <2), an offi¬ 
cial having responsibility for making the 
initial determination to grant or deny 
a request for examination or a copy of 
a record shall transmit that determina¬ 
tion in writing to the requester within 
10 working days after it is received by 
that official in form satisfying the mini¬ 
mum requirements. The record shall be 
made available for examination at the 
activity, or a copy will be furnished, as 
applicable, upon or promptly after a de¬ 
termination that it may be released in 
whole or part. Within the framework of 
this subpart, and utilizing their existing 
resources, naval activities are expected 
to develop Internal procedures for en¬ 
suring the expeditious handling of re¬ 
quests, the prompt retrieval and review of 
the requested records, and the timely 
transmittal of determinations. Where a 
request is denied, in whole or part, an 
appeal is to be anticipated, and every 
effort will be made to facilitate the deter¬ 
mination of the appeal within the appli¬ 
cable time limit. 

<2> Identification of records . Subject 
to the provisions of subparts A through 
D. requests shall be honored for records 
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which are '‘reasonably described.*’ See 
9 701.6(a)(2). It is expected that naval 
activities will use their superior knowl¬ 
edge of the contents of their flies and ex¬ 
pend reasonable efforts to assist the pub¬ 
lic in identifying the records which con¬ 
tain the particular information which is 
sought. However, a record must exist at 
the time of the request, and it is not re¬ 
quired that a record be "created" or com¬ 
piled for the purpose of furnishing in¬ 
formation not already provided In exist¬ 
ing records. A record that is maintained 
by computer is normally deemed to exist 
for this purpo.se only if retrievable In 
approximately the form desired without 
substantial reprogramming. 

<3> Fees. The fees associated with 
searching for and duplicating records 
requested under this subpart shall be 
determined in accordance with 9 701.40. 
Such fees normally must be paid (or 
waived) in advance of rendering such 
search or duplication services, and, nor¬ 
mally, the time limit for transmitting a 
determination on a request will not be¬ 
gin to run until the fee is paid or the 
requester’s entitlement to a waiver is 
established. An exception exists where 
the requester promises in writing at the 
time of the request to pay, upon receipt 
of a bill therefor, all fees incurred in 
complying with the request (or pay such 
fees up to a specified limit) and repre¬ 
sents that he will be able to make such 
payment; provided that, at the time of 
the request, the requester is not known 
to be in default of payment of fees in¬ 
curred in connection with a previous re¬ 
quest for records under this subpart. 
Fees shall be charged only for direct 
costs of searches and duplication and 
shall not include indirect costs or costs 
attributable to reviewing records. See 
9 701.6. 

(4) Records containing exempt mat¬ 
ters. 

ci) Determinations. A requested rec¬ 
ord will be deemed "releasable" and shall 
be released to the public unless it is 
affirmatively determined both that the 
record contains matters which are ex¬ 
empt from disclosure under 9 701.5(b) 
(4) (U) and that a significant and legiti¬ 
mate governmental purpose will be 
served by withholding It. The determi¬ 
nation of whether a significant and legit¬ 
imate governmental purpose is served 
by withholding information is within the 
sole discretion of the Department of the 
Navy. If exempt matters in a record are 
"reasonably segregable" from non¬ 
exempt portions, the nonexempt portions 
shall be made available. See 9 701.22. 
In no event shall a determination that 
a requested record is exempt, that a 
significant and legitimate governmental 
purpose would be served by withhholding 
It, or that It has hot been requested in 
accordance with prescribed procedures 
be influenced by the possibility that its 
release might suggest administrative 
error or inefficiency, or might embarrass 
the Department of the Navy or its mili¬ 
tary or civilian officials in the perform¬ 
ance of their duties. 

(ii) Exemptions. Even though it might 
otherwise appear that a significant and 


legitimate governmental purpose would 
be served by withholding it. no matter 
shall be withheld from disclosure to the 
public unless it Is Included within one of 
the exemptions listed in 5 U.8.C. 552(b). 
These exemptions, which arc amplified 
in subpart B. ore limited to: 

(A) Matters that are specifically au¬ 
thorized under criteria established by an 
Executive order to be kept secret in the 
interest of national defense or foreign 
policy and arc In fact properly classified 
pursuant to such Executive order. (5 
UB.C. 552(b)(1)) 

<B) Matters that are related solely to 
the internal personnel rules and prac¬ 
tices of an agency. (5 U.S.C. 552(b) (2)) 

(C) Matters that are specifically ex¬ 
empted from disclosure by statute. (5 
U.S.C. 552(b) (3)) 

(D) Trade secrets and commercial or 
financial information obtained from a 
person and privileged or confidential. (5 
U.S.C. 552(b) (4)) 

(E> Inter-agency or intra-agency 
memorandums or letters which would 
not be available by law to a party other 
than an agency In 1 litigation with the 
agency. (5 U.8.C. 552(b) (5)) 

(P> Personnel and medical files and 
similar files the disclosure of which 
would constitute a clearly unwarranted 
Invasion of personal privacy. (5 U.S.C. 
552(b)(6)) 

<G> Investigatory records compiled for 
law enforcement purposes but only to 
the extent that the production of such 
records would: 

(I> interfere with enforcement pro¬ 
ceedings; 

(2) deprive a person of a right to a 
fair trial or an impartial adjudication: 

(3) constitute an unwarranted Inva¬ 
sion of personal privacy; 

<4) disclose the Identity of a confi¬ 
dential source and, in the case of a 
record compiled by a criminal law 
enforcement authority in the course of 
a criminal investigation, or by an agency 
conducting a lawful national security in¬ 
telligence investigation, confidential in¬ 
formation furnished only by the confi¬ 
dential source: 

(5) disclose investigative techniques 
and procedures, or 

($) endanger the life or physical 
safety of law enforcement personnel. (5 
U.8.C. 552(b)(7)) 

<H) Matters contained in or related 
to examination, operating, or condition 
reports prepared by, on behalf of. or 
for the use of an agency responsible for 
the regulation or supervision of financial 
Institutions. (5 U.S.C. 552(b) (8)) or 

(I) Geological and geophysical infor¬ 
mation and data, including maps, con¬ 
cerning wells. (5 U.S.C. 552(b) (9)) 

(c) Identification and Marking "For 
Official Use Only “ (FOUO). (1) Unless 
properly classified under Chief of Naval 
Operations Instruction 5510.1E, Depart¬ 
ment of the Navy Information Security 
Program Regulation, a record may be 
designated as being "For Official Use 
Only" (FOUO) if at the time of its origi¬ 
nation it is considered to contain matters 
which are included within the exemp¬ 
tions listed in I 701.5(b) (4> (ii) and 
which must be protected from release to 
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the general public and Indiscriminate 
handling because of significant and legit¬ 
imate governmental reasons. No other 
records shall be so designated or marked. 
The procedures for marking, handling, 
and safeguarding of M For Official Use 
Only” materials arc set forth in Secre¬ 
tary of the Navy Instruction 5570 2B. 

<2) The presence or absence of a "For 
Official Use Only” marking on a record 
shall not relieve an official acting on a re¬ 
quest for the record from his responsibil¬ 
ity for reviewing it and making an tndc- 
tiendcnt determination on Its rcleasnbil- 
ity in accordance with 8 701.5(b) (4> 
(11). 8uch a marking on a record shall 
not be cited or referred to as a reason for 
denying a request for Its release. The 
presence of such marking should be re¬ 
garded as a signal for alerting the re¬ 
viewing official to the possibility that the 
record may contain nonrelcasablc mat¬ 
ters. 

§ 701.6 Form and adilrewn for rtqimli 
for record*. 

(a> Minimum Requirements. To qual¬ 
ify as a request within the technical re¬ 
quirements of this subpart, a request for 
copies of, or for permission to examine. 
Department of the Navy records must, 
at the minimum. 

(1) Be In writing and Indicate ex¬ 
pressly, or by clear implication, that it 
Is a request under the Freedom of In¬ 
formation Act or this regulation; 

(2) Contain a reasonable description 
of the particular records requested—t.e., 
a sufficiently accurate and specific de¬ 
scription to enable naval personnel to lo¬ 
cate and Identify the particular records 
desired with a reasonable amount of ef¬ 
fort: and 

(3) Contain a check or money order 
for the anticipated search and duplica¬ 
tion fees determined in accordance with 
I 701.40 (at least a substantially ade¬ 
quate approximation of the actual fees >; 
or a clear statement that the requester 
will be willing and able to pay all fees 
or to pay such fees up to a specified 
limit; or satisfactory evidence estab¬ 
lishing that the requester is entitled to 
waiver of such fees in accordance with 
5 701.40. 

(b) Recommended Additional Con¬ 
tents. Though not deemed to be essen¬ 
tial requisites for a request under this 
subpart, it is recommended that the fol¬ 
lowing additional matters be Included, 
as applicable, in a request for records: 

(1) A notation on the outside of the 
envelope that It Is a request under the 
Freedom of Information Act; 

(2) If the request does not specifically 
identify the desired records, an expla¬ 
nation of the purposes for which they 
are desired might assist naval personnel 
in identifying the relevant records. 

<c> Addressing Requests. Section 701.31 
is a list of commonly requested types of 
records and the addresses of the naval 
activities from which such records nor¬ 
mally can be obtained. A request for a 
record held by a Department of the Navy 
activity normally will not be deemed to 
have been received for purposes of the 
time limits specified in 8 701.8(b) until 
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it is received by the appropriate activity 
listed in 8 701 31. Misdirected requests 
will be handled in accordance with 
*701.7(0(3). 

<d> Treatment of Requests Not Meet¬ 
ing Minimum Requirements. <I> Re¬ 
quests which do not qualify for treatment 
within the tec 1mlcal requirements of tills 
subport because they do not conform to 
the minimum requirements specified in 
|701.6<a) should nevertheless be an¬ 
swered promptly (within ten working 
days after receipt, if possible' in writing, 
in a manner calculated to assist the re¬ 
questers In obtaining tire desired rec¬ 
ords in accordance with the provisions 
of subparts A through D. For example. If 
such a request fails to contain a rea¬ 
sonable description of a desired record, 
the requester should be offered appropri¬ 
ate assistance in framing a new request 
in a way which might facilitate identi¬ 
fication of the record. If a request fails 
to contain payment or a promise of pay¬ 
ment of anticipated fees, information 
should be furnished upon which the re¬ 
quester may reasonably estimate the 
probable range of the fees which may be 
involved. Telephone contacts will fre¬ 
quently be useful for supplementing the 
required written communications. 

(2) In a case where a request fails to 
qualify for treatment within the tech¬ 
nical requirements of this subpart be¬ 
cause of omission to include payment or 
a promise of payment of the applicable 
fees, but it is ascertained that the re¬ 
quested record is conveniently available 
and is releasable In Its entirety, the of¬ 
ficial responsible for responding to the 
request may. if he determines that It will 
be in the best interests of the activity to 
do so. provide a copy of such record in 
advance of payment or promise of pay¬ 
ment of the applicable fees. The applica¬ 
tion of this provision shall be within the 
sole and exclusive discretion of the re¬ 
sponsible official of the activity concerned 
and shall not be construed as creating an 
exception to, or grounds for waiver of. 
the minimum requirements specified in 
8 701.6(a). 

§ 701.7 Renporuiibtlity and authority fur 
dctrrminitt ion*. 

(a) Release Authorities. Subject to 
1701.7(c)(2), commanding officers and 
heads of all Navy and Marine Corps ac¬ 
tivities (departmental and field) are au¬ 
thorized to furnish copies of records in 
their custody, or to make such records 
available for examination, upon proper 
request. Coordination with the official 
having cognizance of the subject matter 
of the requested record, or with the orig¬ 
inator of the record, is advised where 
there is a question as to its relcaaability. 

(b) Denial Authorities. The following 
officials (and their principal assistants 
authorized to act "by direction”) are au¬ 
thorized to deny (as well as grant) re¬ 
quests for documents or records, when 
the Information sought relates to mat¬ 
ters within their respective areas of 
responsibility: 

(1) For the Navy Department, the 
Civilian Executive Assistants, the Chief 
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of Naval Operations, the Commandant 
of the Marine Corps, the Chief of Naval 
Material, the Chief of Naval Personnel, 
the Chief. Bureau of Medicine and Sur¬ 
gery, and the heads of Navy Department 
offices and boards. The Judge Advocate 
General and his Deputy, and the Gen¬ 
eral Counsel and his Deputies are ex¬ 
cluded from this grant of authorization, 
but the Assistant Judge Advocates Gen¬ 
eral and the Assistants to the General 
Counsel, and the Director. Contract Ap¬ 
peals Division, Office of the General 
Counsel, are so authorized. 

(3) For shore activities, commanders 
of naval systems commands; com¬ 
mandants of naval districts; the Com¬ 
manders of the Naval Intelligence Com¬ 
mand, Naval Security Group. Naval Tele¬ 
communications Command, and Naval 
Weather Service; the Auditor General of 
the Navy; the Naval Inspector General; 
the Chief of Navnl Education and Train¬ 
ing; the Chief of Naval Reserve; and the 
Oceanographer of the Navy. 

(3) For the Operating Forces, fleet 
commanders in chief, and the Com¬ 
mander. Military Sealift Command. 

(4) Commander* of major Navy and 
Marine Corps activities designated by 
the Chief of Naval Operations or the 
Commandant of the Marine Corps. 

(c> Responsibility for Acting on Re¬ 
quests. 

(1) General rule. Subject to I 701.7 
(c)(2), when any Department of the 
Navy activity receives a request for a 
copy of. or permission to examine, a rec¬ 
ord in Its custody, that activity is respon¬ 
sible for acting on the request in the 
time and manner prescribed in this sub¬ 
part. 8 701.31 is a list of commonly re¬ 
quested types of records and the ad¬ 
dresses of the activities which normally 
have custody of the records of each type. 
A request for a record will not be deemed 
to have been received for the purposes 
of the time limit specified in 8 701.8(b) 
until it Is received either by the appro¬ 
priate official indicated In 8 701.31 or 
r except In cases Involving the records 
specified in 8 701 .Tfc) (2) 1 by any other 
Department of the Navy official which 
has the record in Its custody. 

(2) Exceptions. The following excep¬ 
tions exist with regard to the general 
rule in 8 701.7(c) (1) that auy naval ac¬ 
tivity receiving a request for a record in 
it* custody is responsible for acting on 
the request. 

(i) Classified records. If records re¬ 
quested from the appropriate naval ac¬ 
tivity indicated in 8 701.31 Include clas¬ 
sified records, and if the head of that 
activity is not the original classifier or 
does not have classification jurisdiction 
over the subject matter in accordance 
with Chief of Naval Operations Instruc¬ 
tion 5510.IE. he shall promptly readdress 
and forward the request to the official 
originating the classification, if a denial 
authority under 8 701.7(b), or else to a 
denial authority having cognizance of the 
classified matters in the record, for re¬ 
view and determination as to the classi¬ 
fied records, and the requester shall be 
so notified. If the naval activity which 
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received the request is the proper ad¬ 
dressee as indicated in f 701.31, the time 
limit specified In 9 701.8<b) commences 
when the request is received by that ac¬ 
tivity. If the naval activity which initially 
receives the request is not the proper 
addressee as Indicated in 9 701.31, the 
request will be treated as a misdirected 
request in accordance with 9 701.7(c) (3), 
and the time limit will commence when 
the request is received by the original 
classifier or the denial authority having 
cognizance of the classified records. 

(11) NIS reports . A request for a Naval 
Investigative Service report shall 
promptly be readdressed and forwarded 
directly to the Director. Naval Investi¬ 
gative Service, for review and determina¬ 
tion, and the requester shall be so noti¬ 
fied. Direct liaison is encouraged. The 
time limit specified in 9 701.8(b) will 
commence when the request is received 
by the Director, Naval Investigative 
Service. 

(ill) Technical documents controlled 
bp distribution statements. A request for 
a technical document to which “Distri¬ 
bution Statement B" is affixed shall 
promptly be readdressed and forwarded 
directly to the “controlling DoD office" 
in accordance with Chief of Naval Mate¬ 
rial Instruction 5200.29, for review and 
determination, and the requester shall 
be so notified. Direct liaison is encour¬ 
aged. The time limit specified in $ 701.8 
(b) will commence when the request is 
received by the controlling office. 

(iv) Records originated by other 
agencies. A request for a record origin¬ 
ated by an agency outside the Depart¬ 
ment of the Navy rexcept a technical 
document within the purview of Chief of 
Naval Material Instruction 5200.29; see 
9 701.7(c) (2)(ill)] shall promptly be re¬ 
addressed and forwarded to such agency, 
and the requester shall be so notified. 
Guidance, when necessary, may be ob¬ 
tained from the Chief of Naval Opera¬ 
tions (OP-09B16) or the Commandant 
of the Marine Corps (Code PA), as ap¬ 
propriate. Direct liaison is authorized. 

<3) Misdirected requests. A request for 
a copy of, or permission to examine, a 
Department of the Navy record received 
by an activity which is not the appropri¬ 
ate naval activity indicated in 9 701.31 
and does not have the record in its cus¬ 
tody. shall promptly be readdressed and 
forwarded directly to the appropriate 
naval activity. The requester shall be 
notified of the readdressal. Direct liaison 
between the original recipient and the 
correct addressee is encouraged for en¬ 
suring the expeditious handling of the 
request. 

§701.8 Procedure* for |»rorc*dng ro- 

(a) Administrative Controls. Upon 
receipt of a written request for examina¬ 
tion or copies of a record, the recipient 
activity will immediately ensure that 
action is taken to control the request and 
provide for Its expeditious and priority 
handling, and for responding to the re¬ 
quester within the time limits specified 
In « 701.8(b). 
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(1) Receipt controls. At the minimum, 
controls shall Include the date stamping 
of the request upon receipt, establish¬ 
ment of a suspense control record and 
follow-up procedures, and the conspic¬ 
uous stamping or labelling of the re¬ 
quest as a FREEDOM OF INFORMA¬ 
TION ACT" request to flag it os 
requiring priority handling throughout 
Us processing. 

<2) Forwarding controls. When a re¬ 
quest Is forwarded to another activity for 
review or other action, the request, the 
letter of transmittal, and the envelope 
or cover, shall be conspicuously stamped 
or labelled FREEDOM OF INFORMA¬ 
TION ACT" and a record shall be kept 
of the request and the date and the 
activity to which it was forwarded. 

(3) Consultation records. A concise 
record shall be maintained of the dates, 
parties, and substance of all signifleant 
consultations with representatives of 
other activities or agencies, and all con¬ 
sultations with the requester. 

(b) Time Limits lor Determinations 

(1) Normal requirement. Except in an 
unusual Instance where a brief time ex¬ 
tension is authorized under 9 701.8(b) 
<2>. it is required that the determina¬ 
tion on each request for examination or 
copies of records be sent to the requester 
within ten working days (i.e., excluding 
Saturdays, Sundays, and legal public 
holidays) after the request is received 
by the activity having responsibility for 
acting on it. Such determination shall be 
transmitted in the appropriate form pre¬ 
scribed in 99 701.8 (c> or (d). 

(2) Extensions of time limits. Only 
those officials authorized in 9 701.7(b) to 
deny requests for records are authorized 
to extend the time limits for responding 
to such requests. Should any other official 
require an extension of time In which to 
complete processing of a request on 
which he is responsible for acting, he 
shall request (by formal or informal 
communication) authorization for such 
extension from the appropriate denial 
authority designated in 9 701.7(b). Such 
extension may be authorized only in ac¬ 
cordance wrlth the following conditions: 

(i) An extension may be authorized 
only if necessitated by one or more of the 
following unusual circumstances pro¬ 
vided for in 5 U.S.C. 552: 

(A) The need to search for and collect 
records that are located in whole or port 
at places separate from the office proc¬ 
essing the request; 

■ B> The need to search for, collect, and 
examine a substantial number of records 
in response to a request; or 

(C> The need to consult with another 
naval activity or another agency which 
has a substantial subject-matter Inter¬ 
est in the determination of the request. 

(ID Such extension may be authorized 
only for that additional period of time 
which will be reasonably necessary for 
the proper processing of the request, but 
in no event may the period of extension 
exceed ten working days. 

dll) If there appears to be a substan¬ 
tial possibility that the request might ul¬ 
timately b© denied, in whole or part, the 


Judge Advocate General (Code 14L) or 
the General Counsel, as appropriate [see 
9 701.9(c) 1. shall be consulted by expedi¬ 
tious means prior to authorizing such 
extension. 

(3) Method of effectuating extensions . 
If properly authorized in accordance with 
9 701.8(b)(2), an extension shall be ef¬ 
fectuated by sending written notification 
to the requester prior to the expiration 
of the original time limit indicated in 
9 701.8(b)(1), briefly stating the reasons 
for the extension and specifying the 
date on which the determination on the 
request is expected to be transmitted. 

(c) Action bp Officials Who Are Not 
Dental Authorities . Where the head of 
the activity responsible for acting on a 
request Is not authorized under 9 701.7b 
to deny requests, such official shall, with¬ 
in the applicable time limit, take one of 
the following actions: 

(1) If it is determined that the re¬ 
quested record Is releasable in its en¬ 
tirety and is available, and the fees for 
search and duplication have been paid, 
waived, or the unpaid balance is less 
than $100.00 and the requester has 
promised in writing to pay the balance, 
then a copy of such record normally 
will be forwarded directly to the re¬ 
quester (with a bill for the unpaid bal¬ 
ance of the fee or a refund of excessive 
fee paid in advance, if appropriate). 
Otherwise, if the record is releasable in 
1U entirely and is available, the request¬ 
er shall be notified that a copy of the 
requested record will be forwarded upon 
receipt of payment of the fee. 

(2) If It is determined that the re¬ 
quested record is releasable in its en¬ 
tirety but is not yet available, the re¬ 
quester shall be notified that the request 
has been approved and that the re¬ 
quested record will be forwarded by a 
specified date, subject to appropriate di¬ 
rections concerning the payment of fees. 

* 3» In a case of approval of a request 
for examination of records, the requester 
shall be notified of the time and place 
where the records may be examined, sub¬ 
ject to appropriate directions concern¬ 
ing the payment of fees, if any, incurred 
for searching records. 

(4) In any of the following cases, a 
request shall be expeditiously referred, 
with information and recommendations, 
directly to the appropriate official au¬ 
thorized under 9 701.7(b) to deny re¬ 
quests: 

(I) If the referring official is unable to 
make a determination on the releasabil- 
ity of a requested record within the ap¬ 
plicable time limit because the record 
has not been located or obtained; 

(II) If, In the opinion of the referring 
official, the requested record, or any part 
thereof, is not releasable under 9 701.5b 
<4); 

(iii) If the requester of a releasable 
record claims on entitlement to a waiver 
of applicable fees and the referring offi¬ 
cial disagrees; or 

(iv) If the record is classified and it 
is not within the authority of the refer- 


FEDERAL REGISTER, VOL 40, NO. 56—fRIDAY, MARCH 21, 1975 







ring official to review the basis of its 
classification. 

(d) Action by Denial Authorities. With 
respect to a request referred to him by 
a subordinate official under 8 701.8c(4>, 
or any other request to which his activity 
appropriately may respond, an official 
authorized under 8 701.7a(2) to deny re¬ 
quests shall, within the applicable time 
limit, take one of the following actions: 

(1) Execute one of the actions speci¬ 
fied in 5 701.8c (1) through (3). or. if 
appropriate, direct a subordinate to do 
so: 

(2) If the processing of a request can¬ 
not be completed within the applicable 
time limit, this shall be explained to the 
requester, with notification that he may 
treat this delay as an Initial denial with 
a right to appeal to the designee of the 
Secretary of the Navy (Judge Advocate 
General or General Counsel, as indicated 
in 8 701.9a! within 120 days, or that he 
may agree to await a substantive deter¬ 
mination by a specified date. It will be 
made clear that any such agreement does 
not prejudice the right of the requester 
to appeal an adverse substantive deter¬ 
mination. 

<3» If the denial authority determines 
that the requested record contains mat¬ 
ters which are not releasable under 
5 701.5b<4 > and that any releasable mat¬ 
ters which may be contained in the rec¬ 
ord are not reasonably segregate from 
the nonreleasable portions, he shall noti¬ 
fy the requester of ^uch determination, 
the reasons therefor, and the name and 
title of each person responsible for such 
denial. Such notification shall also in¬ 
clude specific citation of the exemp¬ 
tion^) upon which the denial is based, 
a brief discussion of the significant and 
legitimate governmental purpose <s> 
served by invoking the exemption (s ), and 
advisement of the requester's right to 
appeal to the designee of the Secretary 
of the Navy l Judge Advocate General or 
General Counsel, as indicated in $ 701.- 
9a 1 within 120 days. Additionally, if the 
denial Is based in whole or part on a 
security classification, the notification 
shall Include a summary of the particu¬ 
lar provisions of paragraph 2-303 of 
Chief of Naval Operations Instruction 
5510.1 E w’hich contain the rationale for 
the correct classification of the requested 
record, and shall, if live record is more 
than ten years old. advise the requester 
of his optional right under that directive 
to seek declassification review by the De¬ 
partment of the Navy Classification Re¬ 
view Committee as an alternative to the 
statutory appeal to the Secretary’s 
designee. 

(4 > If he determines that the requested 
record contains releasable portions that 
are reasonably segregate from nonre- 
lcasable portions, he shall— 

<l) With respect to the releasable por¬ 
tions of the record, take the action in¬ 
dicated in 8* 701.8c (1). (2), or (3>; 
and 

(ii) With respect to the portions which 
are not releasable, take the action in¬ 
dicated in 8 701.8d<3), 

(5) If a requested record is releasable, 
in wrhole or part, and the requester relies 
upon a claimed entitlement to a waiver 
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of applicable fees, a denial authority 
shall, if he determines that the re¬ 
quester’s entitlement to such waiver is 
not established, notify the requester of 
such determination, the reasons there¬ 
for. the name and title of each person 
responsible for the determination, and 
the right of the requester to appeal that 
determination to the designee of the 
Secretary of the Navy (Judge Advocate 
General or General Counsel, as indicated 
In 8 701.9a! within 120 days. 

(e) Consultation Encouraged. Consul¬ 
tation with other officers ond„ activities 
having a substantial Interest in. or useful 
advice concerning, the determination of 
requests under the purview of this sub¬ 
part Is encouraged wherever practicable, 
and. in some Instances, is required. 

(1) Consultation is required with other 
activities or agencies having substantial 
interest in the subject matter of re¬ 
quested records which may be exempt 
under 8 701.5b(4) <ii>. 

(2) Consultation with the Office of 
the Judge Advocate General, the Office 
of the General Counsel, or their field rep¬ 
resentatives, is encouraged concerning 
the Interpretation and application of 
the technical provisions of subparts A 
through D or where a denial of a request 
Is expected to be appealed or judicially 
challenged. 

(3) Consultation with a public affairs 
officer or the Office of Information is en¬ 
couraged where the subject matter of a 
request Is considered ncw r sw r orthy, where 
a request Is received from a news media 
representative, or where a denial of a re¬ 
quest is expected to be publicly 
challenged. 

(f) Foncarding of Case Files . A copy 
of the file, containing all pertinent cor¬ 
respondence (and the requested record, 
if practicable, or else representative sam¬ 
ples of the material contained therein) 
shall be immediately forwarded directly 
to the Chief of Naval Operations (OP- 
09B16) or the Commandant of the Ma¬ 
rine Corps (Code PA). as appropriate, in 
every cose where a request within the 
purview of this subpart Is denied, in 
whole or part, either because it contains 
nonrelea&able matters or because a re¬ 
quest for waiver of fees was not granted. 
These officials shall maintain copies of 
all initial denials in a form suitable for 
rapid retrieval, periodic statistical com¬ 
pilation, and management evaluation. 

§ 701.9 Appeal* from denial* of request* 
for reeorcU. 

(a) Addressees for Appeals. Appeals to 
the Secretary of the Navy under the pro¬ 
visions of 5 U.8.C. 552 and this subpart 
are to be addressed— 

<1> To: 

The Judge Advocate General (Code 14L) 
Department of the Navy 
Washington, D.C. 20370 

If concerning records which pertain to 
any matters not excepted in 8 701.9(2) 
<c) (i>; 

(2) Or to: 

The General Couneel 
Department of the Navy 
Washington, DC. 20380. 
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if concerning records which pertain to 
the matter specified in 8 701.9(c) (2) (il>. 

(b) Time and Form for Filing Ap¬ 
peals. To be effective for purposes of the 
provisions of 5 U.S.C. 552 and this sub¬ 
part, an appeal from an initial denial, in 
whole or in part, of a request for records, 
or a refusal to w'alve fees, must be in 
writing and be received by the appro¬ 
priate official specified in 8 701.9(a) not 
more than 120 days following the date 
of transmittal of the notification of the 
initial denial. Additionally, such appeal 
must clearly state that it is an appeal 
from a denial of a request made under 
the ‘’Freedom of Information Act" or 
this subpart, and must cither fully de¬ 
scribe the circumstances of the request 
and initial denial or have attached a 
copy of the letter denying the request. 

(c> Responsibility and Authority 

(1) Delegation of authority. The Judge 
Advocate General and the General Coun¬ 
sel are authorized to determine appeals 
made to the Secretary of the Navy on 
denials of requests for copies of such De¬ 
partment of tlie Navy records, or por¬ 
tions thereof, or refusals to waive fees, 
as pertain to the matters which are with¬ 
in their respective areas of cognizance 
for legal services. This shall include the 
authority to release or withhold records, 
or portions thereof, waive fees, and to 
perform such other nets as may be re¬ 
quired of the Secretary of the Navy in 
connection with the appeals made under 
5 U.8.C. 552. 

(2) Respective areas of cognizance. As 
delineated In Secretary of the Navy In¬ 
structions 5430.25c and 5430.27, the re¬ 
spective areas of cognizance of the Judge 
Advocate General and the General Coun¬ 
sel for providing legal services for the 
Department of the Navy are: 

(i) Judge Advocate General. All mat¬ 
ters except the business and commercial 
law matters assigned to the cognizance 
of the General Counsel, which are speci¬ 
fied in the following: 

<ii) General Counsel. The business and 
commercial law aspects of matters re¬ 
lating to (A) the acquisition, custody, 
management, transportation, taxation, 
and disposition of real and personal 
property, and the procurement of serv¬ 
ices. including the fiscal, budgetary, and 
accounting aspects thereof: excepting, 
however, tort claims and admiralty 
claims arising independently of contract, 
and matters relating to the naval petro¬ 
leum reserves; <B) operations of the 
Military Sealift Command, excepting 
tort and admiralty claims arising inde¬ 
pendently of contract; (C) the Office of 
the Comptroller of the Navy; <D> pro¬ 
curement matters in the field of pat¬ 
ents. Inventions, trademarks, copyrights, 
royalty payments, and similar matters, 
including those in the Armed Services 
Procurement Regulations and the Navy 
Procurement Directives and deviations 
therefrom; and (E) industrial security 
and claims and litigation concerning the 
foregoing. 

(d) Procedures for Processing Appeals 

(1) Administrative controls. The prin¬ 
ciples In 8 701.8(a) are also applicable, 
where appropriate, to the handling and 
processing of appeals. 
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<2> Time limits for determining 
appeals 

<D Normal requirement. Except In on 
instance where a brief time extension 
is authorized under the (701.9<dJ(2) 
<U). it is required that the Anal deter¬ 
mination on an appeal to the Secretary 
of the Navy under 5 U.S.C. 552 and 
this subpart be sent to the appellant 
within 20 working days after the appeal 
is received in the Office of the Judge 
Advocate General or the Office of the 
General Counsel, as prescribed In j 701- 
9(a). 

<ii) Extensions of time limits. If ne¬ 
cessitated by one or more of the reasons 
specified in f 701.8(b) (2) <i). the Judge 
Advocate General or the General Coun¬ 
sel. as appropriate, is authorised to ex¬ 
tend the time limit for that additional 
period of time which will he reasonably 
necessary for the proper processing of 
Uic appeal. Provided, that such period 
of extension, when added to any period 
of extension used In the initial processing 
of the request, may not exceed a total 
of ten working days. Such extension 
shall be effectuated In the manner pre¬ 
scribed in ( 701.8(b) (3). 

<3> Action upon receipt. Upon receipt 
of an appeal, the Judge Advocate Gen¬ 
eral or the General Counsel shall inform 
the Chief of Naval Operations <OP- 
09B16) or the Commandant of the 
Marine Corps < Code PA), as appropriate, 
who shall expeditiously forward the case 
file with such comments and recommen¬ 
dations as he or other interested officials 
may deem appropriate. Immediate co¬ 
ordination shall be established with the 
Director of Naval Intelligence <OP- 
009D) in an appeal involving a classified 
record. All naval activities are enjoined 
to provide rapid and responsible assist¬ 
ance. as required, for facilitating correct 
and timely determinations of appeals. 
Direct liaison with appropriate offi¬ 
cials within the Department of the 
Navy and other Interested Federal 
agencies Is authorized at the dis¬ 
cretion of the determining official, 
and be shall be responsible for co¬ 
ordinating with appropriate officials of 
the Departments of Defense and Justice 
in such manner as may be prescribed by 
directives of the Secretary of Defense. 
The Secretary of the Navy or the appro¬ 
priate Civilian Executive Assistants shall 
be consulted and kept advised of cases 
having unusual Implications, and the 
Chief of Information shall be consulted 
and kept advised on cases described In 
« 701.8(e)(3). 

<4> Notification of final determination. 
Upon resolving the issues involved, the 
determining official 6hall give the ap¬ 
pellant an appropriate written notifica¬ 
tion of the final determination made on 
the appeal. If such determination has the 
effect of granting a request. In whole or 
part, the determining official shall cause 
the requester's right to seek judicial re- 
portions thereof, to be made promptly 
available. If the final determination has 
the effect of denying a request. In whole 
or part, the notification shall contain the 
names and titles of each person respon- 
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slble for such denial, an advisement of 
the requester's right to seek judicial re¬ 
view. and the following additional mat¬ 
ters. as applicable: 

cl) An explanation of the exemp¬ 
tions) under f 701.5(b) (4) (U) upon 
which the determination Is based and the 
significant and legitimate governmental 
purpose served by withholding the re¬ 
quested record: 

cll> If the determination is based, in 
whole or part, upon a security classifi¬ 
cation— 

(A) A statement that, based on such 
declassification review as could reason¬ 
ably be accomplished within the time 
limit for responding to the appeal it Is 
determined that the record meets speci¬ 
fied criteria and rationale of Chief of 
Naval Operations Instruction 5510.IE; 
and 

<B) An advisement of the requester's 
optional right to seek declassification of 
the record by the Department of the 
Navy Classification Review' Committee, 
with a further right to appeal to the 
Interdepartmental Classification Review 
Committee established pursuant to Ex¬ 
ecutive Order 11652, 8 March 1972, in lieu 
of immediate judicial review; 

till) Such other matters as may be 
prescribed by directives of the Secretary 
of Defense. 

§ 701.13 Effectin' datr. 

Although subparts A through D are 
effective on February 13. 1975, compli¬ 
ance with the requirements and proce¬ 
dures provided in f( 701.5b (1) through 
(3) and 1(701.6 through 9 shall be re¬ 
quired only with respect to requests and 
appeals received on and after February 
19.1975. However, Uie spirit of those pro¬ 
visions should be followed, where practi¬ 
cable, with respect to pending requests 
and appeals received prior to that date. 

Subpart B—Guidelines on Matters Which 
Are Exempt From Public Disclosure 

§ 701.21 General rule. 

Matters contained in records may be 
withheld from public disclosure if they 
come wttliin one or more of the specific 
exemptions listed in I 701.5ib)(4) till. 
However, even exempt matters in a 
record are releasable and should be made 
available to a member of the public, un¬ 
less, in the Judgment of the officer or 
official responsible for making the deter- 
mtRAtion— 

(a) Release of the matters would he 
inconsistent with a statutory require¬ 
ment or Chief of Naval Operations In¬ 
struction 5510.1E; or 

(b) Some other significant and legiti¬ 
mate governmental purpose will be served 
by invoking the exemption (a) and with¬ 
holding the matters. 

§ 701.22 "RcaMmablv srprrfablc" mat¬ 
ters. 

-If a requested record contains both re¬ 
leasable and nonreleasabie matters, the 
releasable portions should be made avail¬ 
able If they are reasonably segregable 
from the nonreleasabie matters In the 
record. Releasable matters arc ••reason¬ 
ably segregable" if they would provide 


the requester with meaningful and un¬ 
distorted Information after the nonre¬ 
leasabie matters ore excised and it can 
reasonably be assumed that a skillful and 
knowledgeable person could not recon¬ 
struct the nonreleasabie matters. Rea¬ 
sonable segregation may be based on a 
system of designating nonreleasabie por¬ 
tions at the time the record Is originated, 
although the continuing validity of the 
original determination must be reevalu¬ 
ated in response to a request for the 
record. The paragraph designations of 
classified Information under Chier of 
Naval Operations Instruction 5510.IE Is 
an example of such a system for segregat¬ 
ing releasable and nonreleasabie matters. 

§ 70123 Judicial Review, 

In determining whether a record is 
exempt from disclosure under 5$ 701.5 
(b)(4)(U) and 701.24, It should be kept 
In mind that, in the event of judicial 
review of a denial of a request for a 
record, a court is empowered to examine 
the record in its entirety in private to 
determine whether It is, in fact, exempt. 

§ 70121 .Specific rtnnp(ioD«. 

The following types of matters may be 
withheld from public disclosure unless 
otherwise prescribed by law: 

<a) “Exemption V ’ Matters. Those 
properly and currently classified in the 
Interest of national defense or foreign 
policy, as specifically authorized under 
the criteria established by Executive 
order and implementing regulations, such 
ns Chief of Naval Operations Instruction 
5510 IE If a requested record is classified 
in accordance with that directive the 
record must be reviewed for the basis of 
the security classification. The following 
general rules arc applicable: 

<1> The request must be referred, with 
information and recommendations, to an 
official who is authorized under § 701.7(b) 
to deny requests and who has cognizance 
of the classified matters In the record, 
if the basis of the classification Is: 

(1) An approved security classification 
guide promulgated In accordance with 
Chief of Naval Operations Instruction 
5510.IE; 

(ID A source document originated by 
another naval activity or government 
agency; 

(111) An original classification deter¬ 
mination for which there is WTitien 
Justification for classification, and the 
justification remains valid; or 

<tv> Not readily identifiable, but clas¬ 
sification is believed to be warranted on 
the basis of classification criteria con¬ 
tained In Chief of Naval Operations In¬ 
struction 5510. IE. 

(2) If the original classifier of a record 
within his classification Jurisdiction re¬ 
ceives a request for the record and. upon 
review, can see no basis for continued 
classification, the record should be de¬ 
classified and reviewed to determine 
whether any other exemptions listed In 
(701.5(b)(4)(H) are applicable and. If 
so. whether a significant and legitimate 
governmental purpose w*ould be served 
by withholding It. 

(b) M Exemption 7T Matters . Those 
containing rules, regulations, orders. 
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manuals, directives, and instructions re¬ 
lating to the internal personnel rules or 
to the internal practices of the Depart¬ 
ments of Defense or the Navy, if their 
release to the public would substantially 
hinder the effective performance of a 
significant function of the Departments 
of Defense or the Navy. 

<1> Operating rules, guidelines and 
manuals for investigators, inspectors, 
auditors, or examiners, and certain 
schedules or methods of operation which 
would reveal: 

(1> Negotiating and bargaining 
techniques. 

(11) Bargaining limitations and posi¬ 
tions. 

<iii> Inspection schedules and methods. 

(iv) Audit schedules and methods. 

(2) Personnel and other administra¬ 
tive matters such as examination ques¬ 
tions and answers used in training 
courses or in the determination of the 
qualifications of candidates for employ¬ 
ment, entrance to duty, advancement, or 
promotion. 

(c) M Exemption 3" Malters. Those 
containing information which statutes 
authorize or require be withheld from 
the public. Such authorization or re¬ 
quirement may be found in the terms of 
the statute itself or in Executive orders 
or regulations authorized by. or in im¬ 
plementation of. a statute. 

Examples include: 

(1) 18 U.S.C. 1905—trade, technical, 
and financial information provided in 
confidence by businesses. 

*2» Pub. L. 86-36 (50 U.8.C. 402 
note)—National Security Agency infor¬ 
mation. 

(3) 35 U.S.C. 181-188—records con¬ 
taining information relating to Inven¬ 
tions which are the subject of patent ap¬ 
plications on which Patent Secrecy 
Orders have been issued. 

(4) 5 U.S.C. 552a (Pub. L. 93-579) — 
Privacy Act of 1974. effective 27 Septem¬ 
ber 1975. 

<5> 42 U.S.C. 2162—“Restricted Data" 

(6) 18 U.S.C. 798—Communications 
information. 

<7> 50 U.S.C. 402 (d)(3) and (g> —In¬ 
telligence sources and methods. 

(d) “Exemption 4 ” Matters. Those 
containing trade secrets of commercial 
or financial information which a com¬ 
ponent receives with the understanding 
that it will be retained on a privileged or 
confidential basis In accordance with the 
customary handling of such records, par¬ 
ticularly when release would adversely 
affect the competitive position of the 
source of the information. Such records 
include those which contain: 

(1) Commercial and financial infor¬ 
mation received in confidence in con¬ 
nection with loans, bids, contracts, or 
proposals, as well as other information 
received in confidence or privileged, such 
as trade secrets, inventions and discov¬ 
eries, or other proprietary data. 

<2> Statistical data and commercial 
or financial information concerning con¬ 
tract performance, income, profits, 
losses, and expenditures, if offered and 
received in confidence from a contractor 
or potential contractor. 


RULES AND REGULATIONS 

(3) Personal statements given in the 
course of inspections, investigations, or 
audits, where such statements are re¬ 
ceived in confidence from the individual 
and retained in confidence because they 
cover trade secrets or commercial or fi¬ 
nancial Information normally considered 
confidential or privileged, or because 
they are essential to an effective Inspec¬ 
tion, investigation, or audit. 

(e> “Exempton 5‘* Matters. Except as 
provided in subsections (2) through (5) 
below, internal communications within 
and among Federal agencies and 
components. • 

(1) Examples include: 

(1) Staff papers containing staff ad¬ 
vice, opinions, or suggestions. 

<li) Information received or generated 
by a component preliminary to a decision 
or action, including draft versions of 
documents. w r here premature disclosure 
vrould interfere with the authorized pur¬ 
pose for which the records were created. 

(ill) Advice, suggestions. or reports 
prepared on behalf of the Department 
of Defense by boards, committees, coun¬ 
cils, groups, panels, conferences, com¬ 
missions, task forces, or other similar 
groups that are formed by a component 
to obtain advice and recommendations, 
or by individual consultants. 

(iv) Tlio.se portions of component eval¬ 
uations of contractors and their products 
which contain recommendations or ad¬ 
vice by Government employees about the 
contractor or product. 

(v) Advance information on such mat¬ 
ters as proposed plans to procure, lease, 
or otherwise acquire and dispose of ma¬ 
terials, real estate, facilities, or functions 
when such information would provide 
undue or unfair competitive advantage 
to private personal interests. 

(vi) Records w’hich arc exchanged 
among agency personnel or within and 
among components or agencies prepar¬ 
ing for anticipated legal proceedings be¬ 
fore any Federal, State, or military court, 
or before any regulatory body. 

(vii) Reports of inspections, audits, in¬ 
vestigations, or surveys which pertain to 
safety, security, or the internal manage¬ 
ment, administration, or operation of 
the Departments of Defense or the Navy 
or their components. 

(2) If any such intra-agency or inter¬ 
agency record, or reasonably segregablc 
portion of such record. w r ould routinely 
be made available through the discovery 
process (l.e., the legal process by which 
litigants obtain information from each 
other that is relevant to the issues in a 
trial or hearing) in the course of litiga¬ 
tion with the agency, then such record, 
or reasonably scgregable portions of it. 
should be deemed releasable. If, how¬ 
ever, the information wrould only be made 
available through the discovery process 
by special order of the court based on 
the particular needs of a litigant bal¬ 
anced against the Interests of the agency 
in maintaining Its confidentiality, then 
the record may be considered to be non- 
releasable. 

<3> Purely factual material in such an 
inter-agency or intra-agency record is 
routinely made available through dls- 
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covcry and (if reasonably scgregable and 
containing no other exempt matters 
rendering it nonreleasablc) should 
therefore be released. 

(4) A direction or order from a su¬ 
perior to a subordinate, though con¬ 
tained in internal communication, is 
generally releasable if it constitutes 
policy guidance or a decision. a$ distin¬ 
guished from a discussion of preliminary 
matters that would compromise the 
decision-making process. 

(5) An internal communication con¬ 
cerning an event or decision which has 
subsequently been made a matter of 
public record should normally be con¬ 
sidered to be releasable unless it is de¬ 
termined that, because of special cir¬ 
cumstances, release would prejudice the 
current decision-making process. 

(f) “Exemption 6 M Matters . Informa¬ 
tion in personnel and medical files, as 
well as information in similar files that, 
if disclosed to a member of the public, 
would result in a clearly unwarranted 
Invasion of personal privacy. 

(1) Examples of files similar to per¬ 
sonnel and medical files Include: 

<i) Those compiled to evaluate or ad¬ 
judicate the suitability of candidates tor 
civilian employment and the eligibility 
of individuals, civilian, military or in¬ 
dustrial. for security clearances. 

(ii) Files containing reports, records, 
and other material pertaining to per¬ 
sonnel matters in which administrative 
action, including disciplinary action, 
may be taken. 

(2) In determining whether the re¬ 
lease of information would result in a 
“clearly unwarranted invasion of per¬ 
sonal privacy/’ consideration should be 
given to the stated or assumed purpose 
of the request. When determining 
whether a release is “clearly unwar¬ 
ranted/* the public interest in satisfying 
this purpose must be balanced against 
the sensitivity of the privacy interest 
being threatened. 

(3) When the only basis for with¬ 
holding information is protection of the 
personal privacy of an Individual who 
is the subject of the record, information 
should not be withheld from him or from 
his designated legal representative. A 
clearly unwarranted invasion of the 
privacy of others discussed in that rec¬ 
ord may, however, constitute a basis for 
deleting reasonably scgregable portions 
of the record even when providing it to 
the subject of the record. With regard 
to the release of a medical record to a 
patient who may be adversely affected 
by knowledge of its contents, the prin¬ 
ciples of good medical practice should 
be followed. 

(4) On and after 27 September 1975, 
an individual's personnel, medical, or 
similar files may be withheld from him 
or from his designated legal representa¬ 
tive only in accordance with regulations 
implementing the Privacy Act of 1974 
(5UB.C. 552a), 

(g> **Exemption 7“ Matters. Law en¬ 
forcement records 

(1) Those compiled for the purpose of 
enforcing civil, criminal, or military law. 
including the implementation of Execu- 
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tlve orders, or regulations validly 
adopted pursuant to law. but only to 
the extent that their releaae would: 

(1) Interfere with enforcement pro¬ 
ceedings; 

(ii) deprive a person of a right to a 
fair trial or an Impartial adjudication; 

(hi) constitute an unwarranted Inva¬ 
sion of personal privacy; 

<lv> disclose the identity of a confiden¬ 
tial source: 

(v) disclose confidential information 
furnished only from confidential source 
obtained by a criminal law enforcement 
authority in a criminal investigation or 
by an agency conducting a lawful na¬ 
tional security intelligence Investigation; 

(vi) disclose Investigative techniques 
and procedures not already in the public 
domain and requiring protection from 
public disclosure to insure their effective¬ 
ness; or 

<vii) endanger the life or physical safe¬ 
ty of law enforcement personnel. 

<21 Examples include: 

(i) Statements of witnesses and other 
material based on the Information devel¬ 
oped during the course of the investiga¬ 
tion and all materials prepared in con¬ 
nection with related Government litiga¬ 
tion or adjudicative proceedings. 

<ti> The Identity of firms or individuals 
suspended from contracting with the De¬ 
partment of Defense or being Investigated 
for alleged irregularities when no Indict¬ 


ment has been obtained nor any civil 
action filed against them by the United 
States. 

till) Information obtained In confi¬ 
dence In the course of: 

(A) A criminal investigation by a crim¬ 
inal law enforcement agency or office 
within a component; or 

(B) A lawful national security intelli¬ 
gence investigation conducted by an au¬ 
thorized agency or office for the purpose 
of obtaining affirmative or counter intel¬ 
ligence information, or background in¬ 
vestigation information needed to deter¬ 
mine suitability far employment or eligi¬ 
bility for access to classified information. 

(3) The right of individual litigants to 
investigative records currently available 
by law is not diminished. 

(4) On and after September 27. 1975. 
when the subject of an investigative rec¬ 
ord is the requester of the record, it may 
be withheld only in accordance with 
regulations implementing the Privacy 
Act of 1974 (5 U.S.C. 552a). 

ih> -Exemption Mattert. Those 
contained in or related to examination, 
operating, or condition reports prepared 
by. on behalf of. or for the use of any 
agency responsible for the regulations or 
supervision of financial institutions. 

CD "Exemption 9" Matters. Those con¬ 
taining geological and geophysical infor¬ 
mation and data (including maps) con¬ 
cerning wells. 


Subpart C—Addressees for Requests for Department of the Navy Records and Locations 
at Which Department of the Navy Records Are Available for Public Inspection 

§ 701.31 Addressees f«*r rrqurM* for Department of ihr Navy rrionk 

Members of the public should address requests to the commanding officer or head 
of the activity where the record is located. When the official having custody of the 
record is not known, the request should be addressed to the originating official, or the 
official having primary responsibility for the subject matter Involved. The cognizant 
official to whom request* for the most commonly requested types of records should 
be addressed are as Indicated below. 


Type oj Record 

Civilian Personnel Records (or requests for Information 
Involving tbs personnel records of civilians). When 
requests Involves civilians: 

Presently employed by the Department of the Wavy, or 
separated from Federal employment less than 30 days 


Formerly employed by the Department of the Nary, or 
separated from Federal employment for more than 30 
days. 


Chaplain Corps and religious affairs matters- 

Contractual or procurement type records and related 


Addressee 


The bead of the activity Where 
the person Is employed, 
marked for the attention of 
the civilian personnel officer. 

Manager. National Personnel 
Records Center (Civilian Per¬ 
sonnel Records). Ill Winne¬ 
bago Street. St. Louis, MO 
6311*. 

Chief of Chaplains. Navy De¬ 
partment. Washington. D.C. 
20370. 


Navy procurement directives, and armed services pro- superintendent of Documents, 
curement regulation (A5PR); and related Indexea. uJ3. Government Printing Of¬ 

fice. Washington. D.C. 2040Z 

Ail others----—- Contracting omcer. or head of 

the procurement (purchasing) 
activity, when known. When 
one of these Is not known, sub¬ 
mit the request to the Chief 
of Naval Material (MAT 06), 
Washington. D C. 20*50. except 
If a Marine Corps matter, sub¬ 
mit to the Deputy Chief for 
Installation and Logistics, DA 
Marine Corps, Washington. 
D.C. 20380 
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Type of Record 

Court-Martial Records: 

Involving bad-canduct discharge. Far request involving 
records of trial by general court-martial, and by special 
court-martial Involving an officer accused or involving a 
sentence which, as approved by the general court-mar¬ 
tial convening authority, extends to a bad conduct 
discharge 

Not involving a bad-conduct discharge. For request* in¬ 
volving records of trial of other special and summary 
court-martial other than those described above (after 
final actions and a retention period at a shore activity 
for 2 years and at a fleet activity far 3 months). 

Inspector (Ventral Inspection, investigation, and related 
survey matters: 

Record* prepared by the Naval Inspectcr General -- 


Records prepared by Inspector general of other Navy 
commanders. 

Instructions (unclassified > of general applicability issued 
under the Department of the Navy’s directives issuance 
system: and quarterly subject Index thereof < NAVPUB- 
NOTE 6216). 

Internal audit matters ----- 


Legal matter records (other than those relating to court- 
martial records covered above) : 

General counsel legal matters. Requests relating to (1) 
the acquisition, custody, management, transportation, 
taxation, and disposition of real and personal property, 
and the procurement of services, including the fiscal, 
budgetary, and accounting aspects thereof, excepting, 
however, tort claims and admiralty claims arising inde¬ 
pendently of contract, and mat tern relating to the naval 
petroleum reserves; (2) operations of the Military Bcalift 
Commend, excepting tort and admiralty claim* arising 
Independently of contract; (3) the Office of the Comp¬ 
troller of the Navy; (4) procurement matters In the field 
of patents, inventions, trademarks copyrights, royalty 
payments, and similar matters, including those in the 
armed services procurement regulation and Navy pro¬ 
curement directives and deviations therefrom, and (5) 
industrial security and elalma and litigation concerning 
the foregoing. 

Judge Advocate Oeneral legal matters Requests far records 
Involving all legal matters other than the above general 
counsel matters. 

Manpower management, civilian, matters. When the re¬ 
quest rrlates to: 

Local activity matters --- 


General matters relating to Marine Corps, only, manpower 
management. 

All others, including any relating to overall Department of 
the Navy manpower management matters. 

Marine Corps records. When other specific addrcMe is not 
known, and when request Is for Marine Corps directives, 
publications, and manuals of general Marine Corps ap¬ 
plicability. 

Medical records. When requests Involve the medical records 
of military personnel, dependents of military personnel, 
and other civilians: 

For Nnvy and Marine Corps officer and enlisted personnel 
and their dependents (other than those covered below). 


For former Navy and Marine Corps personnel separated 
prior to 1013 and their dependents. 


Addressee 


Judge Advocate Oeneral. Navy 
Department, Washington, D C. 
20370 


Manager. National Personnel 
Records Center (Military Per¬ 
sonnel Records). 0700 Page 
Boulevard. St. Louis. MO 
63132. 


Naval Inspector General. Navy 
Department, Washington. D.C. 
20370. 

The commander for whom the 
Inspector general records were 
prepared. 

Director. Navy Publications and 
Forms Center. 5dui Tabor Ave¬ 
nue. Philadelphia. PA 19111. 

The Auditor General of tho 
Navy. Navy Department. 
Washington, D.C. 20360 


The head of the activity which 
the request concerns, marked 
for the attention of the Office 
of Counsel, otherwise to: Gen¬ 
eral Counsel. Navy Depart¬ 
ment, Washington. D.C. 20300, 


Judge Advocate General. Navy 
Department, Washington, D C. 
20370. 


The head of the activity which 
the request concerns, marked 
for the attention of the ci¬ 
vilian personnel officer. 

Commandant of the Marine 
Corps (Code M), Washington. 
D.C. 20380. 

Director of Civilian Manpower 
Management. Navy Depart¬ 
ment. Washington, D.C. 20390. 

Commandant of the Marine 
Corps. Navy Department. 
Washington. D.C. 20360. 


The medical treatment activity 
where the record is main¬ 
tained. If known. (This gener¬ 
ally is the activity where the 
patient is being treated, or re¬ 
cently wss treated, since rec¬ 
ords are forwarded to the re¬ 
ceiving activity when a patient 
is transferred.) 

Chief. Navy and Old Army 
Branch. Military Archive* Di¬ 
vision, National Archives and 
Records Service, GSA. Wash¬ 
ington. D.C. 20408 
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Type of Record 


Addressee 


Officer personnel who have been separated from the service 
(discharged, retired, or deceased) for more than 4 
months, reservists not on active duty, and nonpartici- 
patlng reservists. 

Enlisted personnel on extended active duty who have been 
separated (discharged, retired, or deceased) for less than 
4 months, and temporary disability retired enlisted 
personnel. 

Enlisted personnel who have been separated (discharged, 
retired, or deceased) for more than 4 months, trans¬ 
ferred to the fleet reserve, and Inactive enlisted resenrUta 
not affiliated with a reserve unit. 

For Marine Corps officer and enlisted personnel separated 
prior to 1895. 


Military Specifications, Standards, and Handbooks, and 
Department of Defense Index of Specifications and 
Standards (DOD-I3S): 

Specifications, standards, and handbooks- 


DOD Index 


Naval Investigative Service Reports and Related Matters. 
(This covers any request for Information from report* 
prepared by the Naval Investigative Service, even though 
copies may be held by other activities. Requests ad¬ 
dressed elsewhere will be promptly forwarded to this 
proper address.) 

Non-current Department of the Navy Records (preserved 
as permanent documentation, particularly when records 
predate 1946). 


For former Navy and Marine Corps personnel (other 
than thoee separated prior to 1913 and covered above) 
and their dependents. 


Par Civilian employees.. 


When the location of the record la not known- 


Military personnel records, general: 
Concerning Navy personnel matters 


Concerning Marine Corps personnel 


Military personnel records. Individual: 

(Requests should be addressed according to the status of 
the individual to whom the request relates, as indi¬ 
cated below.) 

Tot Navy (USN and USNR) officer personnel: 

AetlTe duty officers, inactive officers, and temporary dis¬ 
ability retired officers. 


Manager, National Personnel 
Records Center (Military Per¬ 
sonnel Records), 9700 Page 
Boulevard, 8t. Louis, MO 
83132. 

Commandant of the Marine 
Corps (Code M), Navy Depart¬ 
ment, Washington. D.C. 20380. 

Manager, National Personnel 
Records Center (Military Per¬ 
sonnel Records). 9700 Page 
Boulevard. St. Louis, MO 
63132. 

Chief, Navy and Old Army 
Branch. Military Archives Di¬ 
vision, National Archives and 
Records Service. General Serv¬ 
ices Administration, Washing¬ 
ton, D.C. 20408. 


Director, Naval Publications and 
Forms Center, 5801 Tabor Ave¬ 
nue. Philadelphia, PA 19111. 

Superintendent of Document^, 
U8. Government Printing Of¬ 
fice. Washington, D.C. 20402. 

Director. Naval Investigative 
Service, 2461 Elsenhower Ave¬ 
nue. Alexandria. VA 22331. 


Archivist or the United States, 
National Archives and Records 
Service, General Services Ad¬ 
ministration, Washington, D.C. 
20408 

Manager, National Personnel 
Records Center (Military 
Personnel Records), 9700 Page 
Boulevard, St. Louis, MO 
63132. 

The medical activity or facility 
where the person Is being 
treated or was recently 
treated and where the record 
Is maintained, if known. If 
this is not known and the 
record has been retired (gen¬ 
erally, If it is 2 years or more 
since date of last treatment), 
address request to the Man¬ 
ager. National Personnel 
Records Center (Civilian Per¬ 
sonnel Records), 111 Winne¬ 
bago Street. St. Louis. MO 
63118. 

Chief, Bureau of Medicine and 
Surgery (Code 334). Navy De¬ 
partment. Washington. D.C. 
20372. 


Chief of Naval Personnel. Navy 
Department, Washington, D.C. 
20370. 

Commandant of the Marine 
Corps (Code M). Navy De¬ 
partment, Washington, DC. 
20380. 


Chief of Naval Personnel (Pars 
87). Bureau of Naval Person¬ 
nel, Washington. D.C. 20370. 
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Type o/ Record 


Addressee 


Officers who have been separated from the service (dis¬ 
charged. retired, or deceased) for lees than l year. 

Officers who have been separated from the service (dis¬ 
charged. retired, or deceased) for more than ! year, 
and Inactive reservists. 


Officers separated prior to 1902. 


Bulleted personnel on active duty, participating Inactive 
duty, and temporary disability retired. 

Enlisted personnel (active. Inactive, and temporary dis¬ 
ability retired) who have separated (discharged, re¬ 
tired. or deceased) for leas than 4 months. 

Nonparttclpatlng inactive enlisted personnel who haTe 
more than 18 months of their military obligation to 
serve. 

Nonpart icl pa ting Inactive enlisted personnel, when re* 
quest Involves the current enlistment. 

Enlisted personnel transferred to the fleet reserve, non¬ 
part lclpatlng inactive personnel who have lass than 18 
months of their military obligation to serve, and en¬ 
listed personnel who have been separated (discharged, 
retired, or deceased) for more than 4 months. 

Enlisted personnel separated (discharged, retired, or de¬ 
ceased) prior to 1885. 


For Marine Coups officer and enlisted personnel: 

Officer personnel (TT8MC and USMCR) on extended duty 
who have been separated (discharged, retired, or de¬ 
ceased) for less than 4 months, and temporary dis¬ 
ability retired officers. 

Public Affairs and News Media Matters: 

Local Interest, only, matters........ .........— ....... 


Marine Corps, only, matters--- 


All others 


Publication and indexes (when specific addressee Is not 
known). 


Research and Development Records (See also Technical 
Reports): 

Whan the custodian of the record Is known—-- 

Basic research records, when other definite address Is not 
known. 

Other records, when definite address Is not known..—. 


Supply Catalogs: 

Navy and Federal supply catalogs, master cross refer¬ 
ence indexes, and related cataloging publications, (ex¬ 
cept as noted Immediately below). 

Cataloging handbooks (such as H2-1, and -2. M3, 
•t cetera) and Federal manuals for supply cataloging 
(such as Ml-i. -2, and -3. et cetera). 

Technical reports (when definite Deportment of the Navy 
addressee U not known), and Indexes of technical re¬ 
ports available. 

Technical, engineering, and supply type documents and 
data. (Includes records relating to equipments, com¬ 
ponents, systems, drawings, etcetera, except see above 
for addressees for military specifications, standards, and 
catalogs.) For those concerning: 


Chief of Naval Personnel (Pets 

37) , Bureau of Naval Person¬ 
nel, Washington, DC. 20370. 

Manager. National Personnel 

Record Center (Military Per¬ 
sonnel Records), 9700 Page 
Boulevard. St. Louis, MO 
63132. 

Chief. Navy and Old Army 
Branch, Military Archives 
Division. National Archives 
and Records Service, GSA. 
Washington, D C. 20408. 

Chief of Naval Personnel (Pers 

38) , Bureau of Naval Person¬ 
nel. Washington, D.C. 20370. 

Chief of Naval Personnel (Pers 
38). Bureau of Naval Person¬ 
nel. Washington, D.C. 20370. 
Chief of Naval Personnel (Pers 
38), Bureau of Naval Person¬ 
nel. Washington. D.C. 20370, 
Commanding Officer, Naval Re¬ 
serve Manpower Center. Bain- 
bridge. MD 21906. 

Manager. National Personnel 
Records Center (Military 
Personnel Records). 9700 

Page Boulevard, 8L Louts, MO 
63132. 

Chief, Navy and Old Army 
Branch, Military Archives 
Division. National Archives 
and Records Service, OS A, 
Washington. DC. 20408. 

Commandant of the Marine 
Corps (Code M). Washington. 
DC. 20380. 


The head of the local activity 
concerned, marked for the at¬ 
tention of the public Infor¬ 
mation officer. 

Commandant of the Marine 
Corps (PA), Washington, 
D.C. 20380. 

Chief of Information, Navy De¬ 
partment, Washington, D.C. 
20360. 

Director. Naval Publications and 
Printing Service Office. Naval 
District Washington. Wash¬ 
ington Navy Yard, Building 
167, 2d Floor, Washington, 
D.C. 20374. 


The head of the activity having 
custody of the record. 

Chief of Naval Research. Navy 
Department, 800 N Quincy 
St . Arlington. VA 22217. 

Director of Navy Laboratories, 
Navy Department, Washing¬ 
ton. D.C. 20390. 

Federal Clearinghouse. National 
Technical Information Serv¬ 
ice. 6286 Port Royal Rood. 
Springfield. VA 20402. 

Superintendent of Documents, 
US. Government Printing 
Office. Washington. D.C. 20402. 

Defense Documentation Center, 
Cameron Station, Alexandria, 
VA 22314. 
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Type of Record Addressee 

Aeronautical materials______ Commander. Naval Air 8y»t*ms 

Command. Department of the 
Navy. Washington. D.O. 20361. 

Electronic materials....-_____ Commander. Naval Electronic 

Systems Command. Depart¬ 
ment of the Navy. Washing¬ 
ton. D.C. 20360. 

Facilities (design, construction, and maintenance; utQl- Commander. Naval Facilities 
tics; housing; real estate matters; etcetera). Engineering Command. De¬ 

partment of the Navy. Wash¬ 
ington. D.C. 22332. 

Commander. Naval Air Systems 

Ships and ordnance materials....___........ Command. Department of the 

Navy, Washington, D.C. 20960. 

Supply matters: 

Navy ..........._.........__ Commander. Naval Supply Sys¬ 

tems Command. Department 

Marine Corps______ of the Navy. Washington. 

Commandant of the Marine 
D.C. 20376. 

Corps (Code L), Washington. 

Other requests. When not otherwise provided for In this D.C. 20380. 
enclosure, and for general Information regarding the Chief of Naval Operations (Op- 
location of. or proper addressee for, Department of the 09B16), Navy Department, 
Navy records, Washington. DG. 20360. 


§ 701.32 I oration* at which Depnrtmrnl of the !Navy records are available for public 
inspection. 


Same of Facility and Location 
In the Department (oeat of government): 

Navy Department Library: Second floor of Building 220, 
at the Washington Navy Yard. U.8. Naval Statton. Oth 
and M Streets 8E.. Washington. D.C. 20374. The facility 
is open from 0600 to 1630 (8 a m to 4:30 pm ), Mon¬ 
days through Fridays, except holidays. 


Law Library of the Oflice of the Judge Advocate General: 
Room 2527 of the Navy Arlington Annex (Federal Office 
Building. No. 2). Southgate Road and Columbia Pike, 
Arlington, VA 20370. 


Technical Library of the Navy Publications and Printing 
Service Office: Second floor of Building 167. Washington 
Navy Yard. US. Naval Station, 9th and M Streets. 
Washington, D.C. 20374. 


Headquarters. Marine Corps: Room 1136 of the Navy 
Arlington Annex (Federal Office Building No. 2). South- 
gate Road and Columbia Pike. Arlington. VA 20380. 


Type of Material 

An Index system by subject 
matter to materials held. For 
example: 

(1) Department of the Navy 
directives issuance system 
consolidated subject index of 
unclassified Instructions (an 
index of administrative un¬ 
classified Instructions issued 
by Washington headquarters 
organizations and distributed 
to addressees outside the 
originating oflice); and the 
Murine Corps directives sys¬ 
tem quarterly checklist of di¬ 
rectives distributed outside 
Headquarters, Marine Corps. 
The** indexes assist In identi¬ 
fying instructions Issued on 
any desired subject. 

(2) An index u> the armed 
services procurement regula¬ 
tion and to Navy procurement 
directives. 

(3) Any other indexes prepared 
pursuant to this instruction 
and a master list of available 
indexes. 

Published and unpublished de¬ 
cisions of Boards of Review 
and Military Courts of Re¬ 
view created under the Uni¬ 
form Code of Military Justice. 
(Published decisions are 
available also at naval bases, 
as indicated below.) 

Certain technical manuals, and 
Indexes thereto, as made 
available under clearance 
procedures prescribed by 
sponsoring naval systems com¬ 
mands or as specified In con¬ 
tract documents. 

Marine Corps Indexes, directives 
(orders and bulletins), and 
publications of general Marine 
Corps applicability. 
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Type of Record 


Addressee 


In the field (fchore Activities) 


All Navy And Marine Corps shore Activities: (Consult tho 
area telephone directory for address of local Navy and 
Marine Corps activities.) 


Navy publications and printing service offices (NPPSO): 
Located in Bunding 167-1 at tho Washington Navy 
Yard. U S. Naval Station. Washington, DO. 20374; and 
In building 4. section D, at the Fourth Naval District, 
700 Robbins Avenue, Philadelphia, PA 10111. 


Naval bases and Marine Corps bases: (Consult the area 
telephone directory under UJ3. Government for location 
of any nearby base.) 


To the extent the material 
described above Is received by 
Navy and Marine Corps field 
activities ashore, for the regu¬ 
lar conduct of their business, 
it will be made available 
locally to members of the 
public, for Inspection and 
copying, under procedures 
prescribed by this instruction, 
during regular working hours. 

Current files of Department of 
the Navy directives of gen¬ 
eral applicability, and related 
indexes; also, directives of 
less than general applica¬ 
bility pertinent to their op¬ 
erations. and related Indexes. 

Technical manuals and data at 
field activities will be avail¬ 
able as Indicated In procure¬ 
ment .documents. In some in¬ 
stances they will be made 
available under clearance 
procedures prescribed by the 
sponsoring naval systems 
command. 

Published decisions of the 
Boards of Review and Mili¬ 
tary Courts of Review created 
under the Uniform Code of 
Military Justice can be found 
In "Courts-Martial Reports'* 
maintained by these bases. 


Subpart D—Schedules of Fees 

§701.40 Uniform worth and duplica¬ 
tion fees for Department of Defense 
component*. 

(a) Duplication, 

(1) Publications, Forms and Reports, 
Shelf stock of printed or microfiche me¬ 
dium (requestors may be furnished more 
titan one copy of a publication or form 
If it does not deplete stock levels below 
projected planned usage). 


Minimum fee, per request_62.00 

plus 

Forms, per copy._..._......... .06 

Publications, per printed page,..- .01 

Microfiche, per Ache_........ .06 

Reports, per printed page- .05 


(Examples: Cost of 20 forms 63; cost of a 
printed publication with 100 pages, $3: cost 
of a microfiche publication consisting of 10 
Ache, 62.60.) 

(2) Office copy reproduction <t often 
shelf stock is not available). 


Minimum charge up to six reproduced 

pages_ 2.00 

Minimum charge, first flohe_......... 6. 00 

Each additional page- .05 

Each additional flehe....... ......... .10 

(3) Other Issuances 

Minimum charge up to six pages-- 2.00 

Each additional page....._ .05 

(b) Search, 

Clerical search, per hour..___ 6. 50 

Minimum charge_ 3.60 

Professional search (includes com¬ 
puter programmer time), per hour. 13.00 
Minimum charge___...... 10.00 


Computer service charges will be based on 
actual computer configuration used and be 
based on direct costs only of the central 
processing unit plus lnpui/output devices 
plus memory capacity. 


(c) Exceptions. 

(1) In general, ‘charges may be waived 
when: 

(a) the recipient of the benefits Is engaged 
In a nonprofit activity designed for public 
safety, health or welfare: 

(b) payment of the full coats or fee by a 
state, local government or nonprofit group 
would not be in the interest of the program; 

(o) the Incremental cost of collecting the 
fees would be an unduly large part of the 
receipts from the activity. 

(2) A refusal to waive charges by the 
official responsible for the initial deci¬ 
sion on the request for the record may 
be appealed to the head of the DoD Com¬ 
ponent or his designee for purposes of 
final approval. 

(d) Collections. (1> Normally, collec¬ 
tion of charges and fees will be made in 
advance of rendering the service. In 
some Instances, it may be more practical 
to collect charges and fees at the time of 
conveying the service or property to the 
recipient, but only in those Instances 
where the request specifically states that 
whatever cost involved will be acceptable 
or acceptable up to a specified limit that 
covers anticipated costs. Absent such an 
agreement to pay required anticipated 
cost s, the time for responding to a re¬ 
quest begins to run upon receipt of pay¬ 
ment. 

<2> Collection of scheduled fees and 
charges will normally be deposited to 
Miscellaneous Receipts of the Treasury. 

(3) Search fees arc assessable even 
when no records responsive to the re¬ 
quest, or no records not exempt from dis¬ 
closure are found, provided the requestor 
Is advised of the requirement at the time 
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the estimated charges are presented to 
the requestor for approval. 

Dated: March 17, 1975. 

William O. Miller, 
Rear Admiral JAOC, UJ5. Navy, 
Deputy Judge Advocate Gen - 
eral. 

|FR Doc.75-7363 Filed 3-20-75:6:45 ami 


Title 36—Parks, Forests and Public 
Property 

CHAPTER I—NATIONAL PARK SERVICE, 
DEPARTMENT OF THE INTERIOR 

PART 7—SPECIAL REGULATIONS, AREAS 
OF THE NATIONAL PARK SERVICE 

Cape Cod National Seashore. Massachu¬ 
setts; Oversand Vehicle Regulations 

A proposal was published at page 33375 
of the Federal Register of September 17, 
1974, to amend S 7.67 of Title 36 of the 
Code of Federal Regulations. Interested 
persons were given 30 days within which 
to submit written comments, suggestions, 
or objections in regard to the proposed 
amendments, and no comments, sugges¬ 
tions, or objections were received. 

The amendments are adopted as pub¬ 
lished on September 17. 1974. with the 
exception of changes in language added 
for clarification. 

The purposes of this amendment are 
to modify oversand vehicle registration 
and permit procedures, to identify the 
criteria that will be considered by the 
Superintendent prior to the issuance 
of permits for oversand travel and to des¬ 
ignate routes and areas outside of es¬ 
tablished public roadways and parking 
areas open to oversand vehicles in ac¬ 
cordance with criteria contained in sec¬ 
tions 3 and 4 of Executive Order 11644 
(37 FR 2877) and ft 4.19<b) of this chap¬ 
ter as amended in the Federal Register 
on April 1, 1974 (39 FR 11883). 

This revision shall take effect on 
April 21. 1975. (5 U.S.C. 553; 16 U.8.C. 3). 

8ection 7.67 is amended by revising 
paragraphs (a), (c)(1) and (f) to read 
as follows; 

§ 7.67 Capo Cod National Sravhore. 

(a) The operation of motor vehicles 
In the park area other than authorized 
emergency vehicles is prohibited outside 
of established public roads and parking 
areas except on beaches and oversand 
routes designated by the Superintendent 
by the posting of appropriate signs and 
identified on maps available at the office 
of the Superintendent. These beaches 
and routes will be designated after con¬ 
sideration of the criteria contained in 
sections 3 and 4 of E.O. 11644, (37 FR 
2877) and $ 4.19 (b) of this chapter. 

• • • • • 

(c) Private oversand vehicle operation . 
(1) Operation of privately owned pas¬ 
senger vehicles not-for-hire, (including 
the various forms of vehicles used for tho 
travel oversand, such as but not limited 
to “beach buggies") on beaches or on 
designated oversand routes in the park 
area without a permit from the Super¬ 
intendent is prohibited. Before a permit 
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will be Issued, each vehicle will be In¬ 
spected to assure that it contains the fol¬ 
lowing equipment which must be carried 
in the vehicle at all times while on the 
beaches or on the designated oversand 
routes: 

<i> Shovel; 

(II) Jack: 

(III) Tow rope or chain; 

(lv> Board or similar support; 

(v) Low pressure tire gauge. 

A permit will not be issued unless it is 
determined that the nature and extent 
of use U consistent with the criteria con¬ 
tained in sections 3 and 4 of E.O. 11644 
<37 FR 2877) including such factors as 
other visitor uses, safety, wildlife man¬ 
agement* * noise, erosion, geography, 
weather, vegetation, resource protection 
and other management considerations. 
Prior to the issuance of such permits 
operators must show compliance with 
Federal and State regulations applicable 
to licensing, registering, inspecting, and 
insuring of such vehicles. Such permits 
shall be affixed to the vehicles as in¬ 
structed at the time of issuance. 

• • • • • 

(f) Shellfishing. Shcliflshing, by per¬ 
mit from the appropriate town, is per¬ 
mitted in accordance with applicable 
Federal. State, and local laws. 

La WHENCE C. Hadley, 

Superintendent. 

Cape Cod National Seashore. 
[FR Doc.75-7425 Filed 3-20-75;8:45 ani| 


CHAPTER II—FOREST SERVICE, 

DEPARTMENT OF AGRICULTURE 

PART 200—ORGANIZATIONS. 

FUNCTIONS. AND PROCEDURES 

Availability of Records to the Public 

Procedures for obtaining Forest Serv¬ 
ice records under the Freedom of Infor¬ 
mation Act are hereby amended In ac¬ 
cordance with the Department’s regula¬ 
tions issued pursuant to the Act, 7 CFR 
Part 1, Subpart A (40 FR 7341). The De¬ 
partment's regulations, as implemented 
by the regulations in this part, govern 
the availability of records of the Forest 
Service to the public. 

Advance notice of rulemaking is not 
required for this amendment by 5 U.S.C. 
553. since it deals with agency organiza¬ 
tion and procedures. 

In consideration of the above. 8ubpart 
B of Part 200, Title 36 of the Code of 
Federal Regulations is amended as fol¬ 
lows: 

1. Section 200.5 is revised to read as 
follows: 

g 200.5 Information available. 

In accordance with 7 CFR 1.2, the 
Forest Service shall make available for 
public inspection and copying all pub¬ 
lished or unpublished directives, forms, 
records, and final opinions, including 
concurring or dissenting opinions and 
orders made in the adjudication of cases. 

2 Section 200.6 is deleted and a new 
§ 200.6 is added to read as follows: 


RULES AND REGULATIONS 

§ 200.6 Indru-ft. 

Publication of the indexes described in 
I 200.4 Is deemed both unnecessary and 
impractical because of the large volume 
of material Involved. However, copies of 
the indexes are available for public re¬ 
view in the Forest Service headquarters 
office in Washington. D.C., and at field 
offices listed under S 200.2(d). The Forest 
Service will provide copies of any index 
upon request at a cost not to exceed the 
direct cost of duplication. 

3. Section 200.7 is revised to read as 
follows: 

g 200.7 Offices %vhrrc in formation U 
available. 

Information which is to be made avail¬ 
able for public inspection and copying 
by provisions of 5 LLS.C. 552(a)(2) <7 
CFR 15) may be obtained at the Office 
of the Chief, or the office of any Regional 
Forester, Research Station Director, Area 
Director, Forest Supervisor, or District 
Ranger. The addresses of such offices are 
set forth in 15 200.1 and 2005. Forest 
Service personnel at these offices will also 
assist members of the public seeking any 
other Forest Service records. All infor¬ 
mation on all activities may not be 
available at a given office. When the in¬ 
formation desired is not available at a 
given location, the office where the re¬ 
quest is received will assist the applicant 
by directing him to another office where 
(ho information may be obtained. Except 
for such information, as is generally 
available to the public, requests should be 
in writing and submitted In accordance 
with 7 CFR 1.3 and fft 200.10 and 200.11 
of this Part. 


4. Section 200.10 is redesignated as 
5 200.11 and a new § 200.10 is added to 
read as follows: 

§ 200.10 Requrvl for rt*c©r«l*. 

The Regional Forester. Research Sta¬ 
tion Director, And Area Director at the 
field locations and addresses listed in 
I 2005(d) and the Deputy ChlcT for the 
program area Involved, located in Wash¬ 
ington, D.C., are authorized to receive 
requests for reco rds submitted in accord¬ 
ance with 7 CFR 1.3(a), and to make de¬ 
terminations regarding whether to gx*ant 
or deny requests for records exempt from 
mandatory disclosure under the provi¬ 
sions of 5 U.8.C. 552(b). All these officials 
are authorized to (1) extend the ten-day 
administrative deadline for reply pur¬ 
suant to 7 CFR 1.8, (2) mak e dis cretion - 
ary releases pursuant to 7 CFR 1.11(b) 
of records exempt from mandatory dis¬ 
closure. and (3) make determinations re¬ 
garding the charging of fees. 

5. The redesignated 5 200.11 Is revised 
to read as follows: 

g 200.11 Appeal*. 

(a) Appeals from denials of requests 
submitted under 5 200.10 shall be sub¬ 
mitted in accordance with 7 CFR 1.3(e) 
to the Chief, Forest Service. Department 
of Agriculture, 12th Street and Inde¬ 


pendence Avenue. SW., Washington, DC. 
20250. 

(b) The Chief shall determine whether 
to grant or deny the appeal. He shall also 
make all necessary determinations re¬ 
lating to an extension of the twenty-day 
administrative deadlino for reply pur¬ 
suant to 7 CFR 1.8, discretionary release 
pursuant to 7 CFR 1.11(b) of records ex¬ 
empt from mandatory disclosure under 5 
U.S C. 552(b), and the charging of ap¬ 
propriate fees. 

Effective Date: This amendment takes 
effect March 21.1975. 

(5 U.S.C. 552). 

Robert W. Long, 
Assistant Secretary. 

March 18,1975. 

| FR Doc.75-7461 Filed 3-20-75;6:45 am) 


Title 41—Public Contracts and Property 
Management 

CHAPTER 114—DEPARTMENT OF THE 
INTERIOR 

PART 114-3—ANNUAL REAL PROPERTY 
INVENTORIES 

Pursuant to the authority of the 
Secretary of the Interior contained in 5 
U.S.C. 301. and Sec. 205(c), 63 Stat. 390; 
40 U.S.C. 486(c), Subpart 114-3.2 to 
Chapter 114. Title 41 of the Code of Fed¬ 
eral Regulations, is amended as set forth 
below. 

Since these amendments relate to 
matters of internal policy only, it is de¬ 
termined that the proposed rule making 
procedure is unnecessary and these 
amendments shall become effective on 
April 21, 1975. 

Dated: March 17. 1975. 

Richard R. Hite, 
Deputy Assistant Secretary 
of the Interior. 

1, In § 114-3504(b) (1) and (3) are re¬ 
vised to read as follows: 

§ II I—3.201 Report* to be nubmillrcl. 

• • • • • 

(b> • • • 

Cl) For purposes of this inventory, the 
reporting entity is an “installation". 

(1) Except as provided in §114-3504 
(bXlXii), below, Bureaus and Offices 
are authorized to determlno what con¬ 
stitutes an "installation" for reporting 
purposes. However, to Increase the use¬ 
fulness of the real property inventory 
report, Bureaus and Offices are urged to: 

(A) Report separately those units 
physically separate from each other, par¬ 
ticularly if in different counties, or if 
such units have been separately author¬ 
ized. individually mentioned in budget 
justifications, serve a different local 
population center, etc. 

(B) Coordinate this report with the 
accounting system and all other com¬ 
plementary reporting requirements, such 
ns budget Justification and preparation, 
quarters’ surveys and reports, land utili¬ 
zation and status reports, etc. The more 
realistically “installation" is fitted in 
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with the bureau’s other needs for infor¬ 
mation. the more readily all such data 
can be cross-checked, and one submis¬ 
sion serves several reporting require¬ 
ments. 

<ti) Separate reports on GSA Form 
1166 shall be submitted for Job Corps 
Conservation Centers. A separate sum¬ 
mary report on GSA Form 1209 is not re¬ 
quired, but Conservation Centers should 
be included in the summary Form 1209 
for the Bureau. 

(2) Bureaus and Offices shall assign 
an agency control number (Block 2) to 
each Installation. This number shall 
identify both this Department and the 
Bureau, e.g.. I-BIA-118. or I-EBM-224. 
• • • • • 

2. Section 114-3.205 is revised to read 
as follows: 

§ 114—3.205 Optional reporting method. 

Any Bureau or Office desiring to sub¬ 
mit its real property Inventory in the 
form of a machine listing supported by 
punch cards shall notify the Director of 
Management Services so that appropri¬ 
ate arrangements can be made with the 
central office of the General Services 
Administration. 

3. Section 114-3.206 is revised to read: 
§ 111—3.206 Preparation and due dale*. 

The annual Inventory report on GSA 
Forms 1166 and 1209 shall be prepared 
as of June 30 of each year and transmit¬ 
ted to reach the Director of Management 
Services by not Utter than August 21, in 
the number of copies indicated below*. 

GSA Form l tec, An original and one 
copy. A complete file of all current indi¬ 
vidual installation reports shall be main¬ 
tained by the bureau headquarters office. 

GSA Form 1209. An original and two 
copies, and one copy to be retained by 
the bureau headquarters office. 

Consolidated GSA Form 1166. An orig¬ 
inal only is required for retention and 
use by the Director of Management 
Services. 

(FR Doc. 76-7303 Piled 3-20-76:8:46 am] 


Title 42—Public Hearth 

CHAPTER I—PUBLIC HEALTH SERVICE. 
DEPARTMENT OF HEALTH. EDUCA¬ 
TION, AND WELFARE 

PART 57—GRANTS FOR CONSTRUCTION 
OF HEALTH RESEARCH FACILITIES (IN¬ 
CLUDING MENTAL RETARDATION RE¬ 
SEARCH FACILITIES), TEACHING FACIL¬ 
ITIES, STUDENT LOANS. EDUCATIONAL 
IMPROVEMENT AND SCHOLARSHIPS 

Nursing Special Project Grants 

In the Federal Register of July 31, 
1974 (39 FR 27690), the Assistant Secre¬ 
tary for Health, with the approval of the 
Acting Secretary of Health. Education, 
and Welfare, proposed to amend Part 
57 by adding a new Subpart T to imple¬ 
ment section 805(a) of the Public Health 
Service Act. That section authorizes the 
Secretary to award grants to public or 
other non-profit schools of nursing, 
agencies, organizations and institutions 
to assist in meeting the costs of special 


RULES AND REGULATIONS 

projects, as set forth in the authorizing 
legislation. » 

Interested persons were : fforded the 
opportunity to participate in the rule- 
making through submission of comments 
on or before August 30. 1974. Following 
is a summary of the comments received 
and the response to such comments: 

(X) One comment suggested that 
9 57.1905 of the proposed regulations, 
“Evaluation and grant award”, be revised 
to include as one factor to be considered 
by the Secretary any particular local 
need to which a proposed project Ls ad¬ 
dressed. The regulations have been 
revised accordingly. 

<2) One comment suggested that 
9 57.1903 of the proposed regulations. 
“Eligibility”, be revised to allow individ¬ 
uals or groups of individuals to be eligi¬ 
ble for nursing special project grants. 
Eligibility for such grants is statutorily 
limited however to public or non-profit 
private schools of nursing, agencies, or¬ 
ganizations, or institutions and the sug¬ 
gested revision therefore has not been 
made. 

<3) One comment concerned the need 
for adequate reviews by 9 314<a) and 
314(b) agencies to assure that proposed 
nursing special projects arc Integrated 
Into and address the needs identified by 
various health planning agencies. Sec¬ 
tion 57.1905<a> of the proposed regula¬ 
tion has been revised to state that the 
Secretary will consider, in determining 
whether to make a grant award under 
this subpart, for projects related to 
health services or comprehensive health 
planning programs, comments of the 
appropriate State and/or arcawide 
health planning agencies. 

In addition to the changes described 
above, there are several minor self- 
explanatory changes In the regulation as 
proposed, which are merely editorial and 
technical in nature. 

Accordingly, a new subpart T is added 
to 42 CFR Part 57 and is adopted as set 
out below. 

Effective date: These regulations are 
effective April 21.1975. 

Dated: February 18. 1975. 

Theodore Cooper, 

Acting Assistant Secretary 
for Health. 

Approved : March 17.1975. 

Caspar W. Weinberger. 

Secretary 

Subpart T—Nursing Special Project Grants 

Sec. 

57.1001 Applicability. 

67.1902 Definitions. 

67.1903 Eligibility. 

57.1904 Application. 

67.1905 Evaluation and grant award. 

67 1906 Grant payments. 

67.1907 Expenditure of grant funds. 

57.1908 Nondiscrimination. 

57.1909 Grantee oooountabUlty. 

57.1910 Publications and copyrights. 

67.1911 Applicability of 45 CFR Part 74. 

57.1912 Additional conditions. 
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Authority: Sec. 218. 58 8tat 690, a* 
amended <42 US C. 216). Sec. 805(a). 65 
8tat. 469 (42 US.C. 29Gd). 

Subpart T—Nursing Special Project Grants 
§ 57.1901 Applicability. 

The regulations of this subpart are ap¬ 
plicable to the award of grants to public 
and other nonprofit private schools of 
nursing, agencies, organizations, and in¬ 
stitutions under section 805(a) of the 
Public Health 8ervice Act (42 U.8.C. 
296d) to assist in meeting the cost of 
nursing special projects. 

§ 57.1902 Definitions. 

As used in this subpart: 

(a) “Act” means the Public Health 
Service Act, as amended. 

(b) “Secretary” means the Secretary 
of Health. Education, and Welfare and 
any other officer or employee of the De¬ 
partment of Health, Education, and Wel¬ 
fare to whom the authority Involved has 
been delegated. 

(o) “Council” means the National Ad¬ 
visory Council on Nurse Training (es¬ 
tablished by section 841(a) of the Act). 

(d) “Budget period” means the in¬ 
terval of time into which the project 
period is divided for budgetary purposes 
as specified in the grant award docu¬ 
ment. 

(e) “Project period” means the total 
time for which support for a project has 
been approved, as specified in the grant 
award document. 

(f) “State,” except as otherwise pro¬ 
vided herein, means a State, Puerto Rico, 
the District of Columbia, the Canal Zone, 
Guam. American 8amoa, the Virgin Is¬ 
lands, or the Trust Territory of the 
Pacific Islands. 

<g> “School of nursing” means a col¬ 
legiate, associate degree or diploma 
school of nursing, as such are defined In 
section 843 of the Act. 

<h> “Nonprofit” means as applied to 
any school, agency, organization or in¬ 
stitution one which is a corporation or 
association, or is owned and operated by 
one or more corporations or associations, 
no part of the net earnings of which 
inure or may lawfully inure to the bene¬ 
fit of any private shareholder or 
Individual. 

(i) “Section 314(a) State health plan¬ 
ning agency” means the agency of a 
State which administers or supervises the 
administration of a State’s health plan¬ 
ning functions under a State plan ap¬ 
proved under section 314(a) of the Act. 

<J> “Section 314(b) arcawide health 
planning agency” means a public or non¬ 
profit private agency or organization 
which has developed a comprehensive 
regional, metropolitan, or other local 
area plan or plans referred to in section 
314ib) of the Act. 

§ 57.1903 EU«ihi!ity. 

To be eligible for a grant under this 
subpart the applicant shall: 

(a) Be a public or other nonprofit 
private school of nursing, agency, orga¬ 
nization or institution; and 

(b) Be located in a State. 
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§ 37.1001 \pp1irntion. 

(a> Each eligible applicant desiring a 
nursing special project grant shall sub¬ 
mit an application in such form and 
manner and at such time as the Secretary 
may prescribe. 1 The application shall 
contain a lull and adequate description 
of tlie project ami of the manner in 
which the applicant intends to conduct 
the project and carry out the require¬ 
ments of tills subpart, a budget and justi¬ 
fication of the amount of grant funds 
requested, and such other pertinent in¬ 
formation as the Secretary may require. 

«b ■' The application shall be executed 
by an individual authorized to oct for the 
applicant and to assume on behalf of the 
applicant the obligations imposed by the 
regulations of this subpart and the terms 
and conditions of any award. 

§ 37.1903 Evaluation and grant a*nrd. 

<a> Within the limits of funds avail¬ 
able lor such purpose, the Secretary, 
after consultation with the Council, may 
award grants to those applicants whose 
projects will In his judgment best pro¬ 
mote the purposes of section 805<a> of 
the Act, talcing into consideration among 
other pertinent factors: 

(1) The potential effectiveness of the 
proposed project in carrying out such 
purposes; 

(2> The national or special local need 
wiiich the particular project proposes to 
serve; 

<3> The comments made by the appro¬ 
priate section 314(a) State health plan¬ 
ning agency and/or the section 314<b> 
areawide health pla nn i n g agency with 
respect to projects related to health serv¬ 
ices or comprehensive health planning 
programs. The Secretary will request 
comments from such agencies with re¬ 
spect to such projects and will provide a 
60 day period for submission of such 
comments; 

(4) The administrative and manager¬ 
ial capability, and competence of the ap¬ 
plicant to carry out the project success¬ 
fully; and 

(6) The soundness of the plan for as¬ 
suring effective utilization of grant funds 
and the potential of the project to con¬ 
tinue on a self sustaining basis. 

(b) The ajnount of any award shall be 
determined by the Secretary on the basis 
of his estimate of the sum necessary for 
all or a designated portion of the direct 
costs of the project plus an additional 
amount for indirect costs, if any. which 
will be calculated by the Secretary either 
(1) on the basis of his estimate of the 
actual indirect costa reasonably related 
to the project, or (2) on the basis of a 
percentage of all or a portion of. the 
estimated direct costs of the project 
when there are reasonable assurances 
that the use of such percentage will not 
exceed the approximate actual indirect 
costs. Such award may include an esti- 


» Applications and Instructions may b« ob¬ 
tained from the Regional Health Adminis¬ 
trator of the Regional Office of the Depart¬ 
ment of Health. Education, and Welfare for 
the region In which the applicant Is located. 


mated provisional amount for Indirect 
costs or for designated direct costa (such 
as fringe benefit rates) subject to upward 
i within the limit of available funds) as 
well as downward adjustments to actual 
costs when the amount properly ex¬ 
pended by tiie grantee for provisional 
items lias been determined by the 
Secretary. 

(c) All grant awards shal] be in writ¬ 
ing, shall set forth the amount of funds 
granted and the period for which such 
funds u ill be available for obligation by 
the grantee. 

id) Neither the approval of any proj¬ 
ect nor the award of any grant shall 
commit or obligate the United States in 
any way to make any additional, sup¬ 
plemental, continuation or other awnrd 
with respect to any approved project or 
portion thereof. For continuation sup¬ 
port grantees must make separate ap¬ 
plication at such times and in such form 
os the Secretary may prescribe. 

§ 57.1906 Grant payment*. 

The Secretary shall from time to time 
make payments to a grantee of all or a 
portion of any grant award, either in 
advance or by way of reimbursement for 
expenses Incurred or to be Incurred in 
the performance of the project to the 
extent he determines such payments are 
necessary to promote prompt Initiation 
and advancement of the approved 
project. 

§ 37.1907 Expcndilurr of grant fund*. 

(a) Any funds granted pursuant to 
this subpart shall be expended solely for 
carrying out the approved project in ac¬ 
cordance with section 805(a) of the Act, 
regulations of this subpart, the terms and 
conditions of the award and cost prin¬ 
ciples prescribed by Subpart Q of 45 CFR 
Part 74. 

(b) Any unobligated grant funds re¬ 
maining in the grant account at the close 
of a budget period may be carried for¬ 
ward and be available for obligation dur¬ 
ing a subsequent budget period of the 
project period. The amount of a subse¬ 
quent award will take into consideration 
the amount remaining in the grant ac¬ 
count. At the end of the last budget pe¬ 
riod of the project period any unobligated 
grant funds remaining in the grant ac¬ 
count must be refunded to the Federal 
Government. 

§ 37.1908 Nondiscrimination. 

(a) Attention is called to the require¬ 
ments of section 845 of the Act and 45 
CFR Part 83 which together provide that 
the Secretary may not make a grant, 
loan guarantee, or interest subsidy pay¬ 
ment under Title VIII of the Act to, or 
for the benefit of, any entity unless he 
receives satisfactory assurance that the 
entity will not discriminate on the basis 
of sex in the admission of individuals to 
its training programs. 

(b) Attention is called to the require¬ 
ments of Title VI of the Civil Rights Act 
of 1964 (78 Stat. 252, 42 U.8.C. 2000d et 
seq.) which provides that no person In 
the United States shall, on the grounds 
of race, color, or national origin, be ex¬ 


cluded from participation in, be denied 
the benefits of. or be subjected to dis¬ 
crimination under any program or ac¬ 
tivity receiving Federal financial assist¬ 
ance. A regulation Implementing such 
Title VI. which is applicable to grants 
made under this subpart, has been issued 
by the Secretary with the approval of 
the President <45 CFR Part 80). 

(c) Attention is called to the require¬ 
ments of Title IX of the Education 
Amendments of 1972 and in particular 
to section 901 of such Act which provides 
that no person in the United States shal). 
on the basis of sex. be excluded from 
participation in. be denied benefits of. 
or be subjected to discrimination under 
any education program or activity re¬ 
ceiving Federal financial assistance. 

(d) Grant funds used for remodeling, 
alterations, or repairs shall be subject 
to the condition that the grantee shall 
comply with the requirements of Execu¬ 
tive Order 11246. 30 FR 12319 (Sept. 24, 
1965), as amended, and with the appli¬ 
cable rules, regulations, and procedures 
prescribed pursuant thereto. 

§57.1909 Grantrr accountability* 

(a) Accounting for grant award pay¬ 
ments. All payments made by the Secre¬ 
tary shall be recorded by the grantee in 
accounting records separate from the 
records of all other funds, including 
funds derived from other grant awards. 
With respect to each approved project 
the grantee shall account for the sum 
total of all amounts paid by presenting 
or otherwise making available evidence 
satisfactory to the Secretary of expendi¬ 
tures for costs meeting the requirements 
of tills subpart: Provided however. That 
when the amount awarded for indirect 
cost was based on a fixed-percentage of 
estimated direct costs, the amount al¬ 
lowed for indirect costs shall be com¬ 
puted on the basis of such predetermined 
fixed-percentage rates applied to the 
total, or a selected element thereof, of 
the reimbursable direct costs Incurred. 

(b) Accounting for royalties. Royalties 
received by grantees from copyrights on 
publications or other works developed 
under the grant, or from patents or in¬ 
ventions conceived or first actually re¬ 
duced to practice in the course of or un¬ 
der such grant shall be accounted for as 
follows: 

<1) State and local governments . 
Where the grantee is a State or local 
government as those terms are defined 
in 45 CFR 74.3, royalties sh all b e ac¬ 
counted for as provided in 45 CFR 74.44. 

(2) Granfees other than State and lo¬ 
cal governments. Where the grantee is 
not a State or local government as so 
defined, royalties shall be accounted for 
as follows: 

(A) Patent royalties, whether received 
during or after the grant period, shall be 
governed by agreements between the As¬ 
sistant Secretary for Health. Department 
of Health, Education, and Welfare, and 
the grantee, pursuant to the Depart¬ 
ment’s patent regulations (45 CFR Parts 
6 and 8). 

<B> Copyright royalties, whether re¬ 
ceived during or after the grant period. 
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shall first be used to reduce the Federal 
share of the grant to cover the costs of 
publishing or producing the materials, 
and any royalties in excess of the costs 
of publishing or producing the materials 
shall be distributed in accordance with 
Chapter 1-420, Department of Health, 
Education, and Welfare Grants Admin- 
istratton Manual.' 

<c> Grant closeout. CD Date of final 
accounting. A grantee shall render, with 
respect to each approved project, a full 
account, as provided herein, as of date 
of the termination of grant support. The 
Secretary may require other special and 
periodic accounting. 

(2) Final settlement. There shall be 
payable to the Federal Government as 
final settlement with respect to each ap¬ 
proved project the total sum of (D any 
amount not accounted for pursuant to 
paragraphs (&> and <b> of this section; 
to 8ubparts F. M. and O of 45 CFR Part 
to subparts F. M. and O of 45 CFR Part 
74. Such total sum shall constitute a debt 
owed by the grantee to the Federal Gov¬ 
ernment and shall be recovered from the 
grantee or its successors or assigns by 
setoff or other action as provided by law. 

§ 57.1910 PiililiraliottA anti copyright*. 

(a) State and local governments. 
Where the grantee is a State or local gov¬ 
ernment. as those terms are defined in 
45 CFR 74.3 the Department of Health. 
Education, and Welfare co pyrig ht re¬ 
quirement set forth in 45 CFR 74.140 
shall apply with respect to any book or 
other copyrightable materials developed 
or resulting from a project supported by 
a grant under this subpart. 

(b) Grantees other than State and 
local governments. Where the grantee is 
not a State or local government, as so 
defined, except os may otherwise be pro¬ 
vided under the terms and conditions of 
the award, the grantee may copyright 
without prior approval any publications, 
films, or similar materials developed or 
resulting from a project supported by a 
grant under this subpart, subject to a 
royalty-free, nonexclusive, and irrevo¬ 
cable license or right in the Government 
to reproduce, translate, publish, use, dis¬ 
seminate and dispose of such materials, 
and to authorize others to do so. 

§ 57.1911 Applicability of 45 C FR Fart 
74. 

The provisions of 45 CFR Part 74. es¬ 
tablishing uniform administrative re¬ 
quirements and cost principles shall ap¬ 
ply to all grants under this subpart to 
State and local governments as those 
terms are defined in Subpart A of Part 
74. The relevant provisions of the fol¬ 
lowing subparts of Part 74 shall also 
apply to all other grantee organizations 
under this subpart: 


•The Department of Health. Education, 
and Welfare Grant* Administration Manual 
is available for public inspection and copying 
at the Deportment and Region al O ffice;*’ in¬ 
formation centers listed In 45 CFR 6.31 and 
may be purchased from the Superintendent 
of Documents. US. Government Printing Of¬ 
fice. Washington. D C 20402. 


Subpart: 

A General 

B Cash Depositories. 

C Bonding and Insurance 

D Retention and Custodial Require¬ 
ments for Records. 

P Grant-Related Income. 

K Grant Payment Requirements. 

L Budget Revision Procedures. 

M Grant Closeout. Suspension, and 
Termination. 

O Property. 

Q Coat Principles. 

§ 57.1912 Additional conditions. 

The Secretary may with respect to any 
grant award Impose additional condi¬ 
tions prior to or at the time of any 
award when in his judgment such con¬ 
ditions are necessary to assure or pro¬ 
tect advancement of the approved ac¬ 
tivity. the interest of the public health 
or the conservation ol grant funds. 

|PR Doc.75-7308 Piled 3-30-76:8:45 am] 


Title 45—Public Welfare 

CHAPTER Vi—NATIONAL SCIENCE 
FOUNDATION 

PART 612—AVAILABILITY OF RECORDS 
AND INFORMATION 

NSF Regulation Pursuant to the Freedom 
of Information Act 

The following regulations provide that 
requests for certain categories of records 
other than publications will be made 
available pursuant to appropriate re¬ 
quests within ten working days after re¬ 
ceipt. unless conditions for an extension 
are present, and that determinations on 
appeals will be rendered by the Deputy 
Director within twenty days of receipt. 
The regulations also provide that NSF 
policy documents and staff instructions 
may be inspected and copied at the N8F 
Library and that publications may be ob¬ 
tained from specified sources. Fees for 
providing copies are set forth. 

These regulations were published in 
proposed form in 40 FR 3313 on Janu¬ 
ary 21. 1975. Although NSF invited the 
public to make comment, it received 
none. Part 612 is published herein in 
final form and without change in the 
substance thereof, although the location 
of certain provisions has been re¬ 
arranged and clarifying language has 
been inserted. 

Accordingly, Part 612 of Title 45 of the 
Code of Federal Regulations Is hereby 
promulgated as set forth below, effective 
February 19. 1975. 

Dated: March 14.1975. 

H. Guyford Stiver. 

Director. 

612.1 Scope. 

612 2 Information Policy. 

6123 Procedures applicable to the pub¬ 
lic-requests and appeals. 

612 4 Copies of records. 

812.5 Creation of records. 

612.6 FVes. 

812.7 Agency actions on receipt of prop¬ 

erly presented request for record. 

612.8 Records available. 

612.6 Records not available. 

612.10 Records and reports on requests for 
information. 


Autkoutt: The provisions of this Part 
612 are Issued under 6 US C. 552. as amended 
by Pub. L 63-502. 

§ 612.1 Scope. 

This part establishes procedures for 
the National Science Foundation (NSF) 
to implement the provisions of the Ad¬ 
ministrative Procedure Act (5 U.S.C. 
552(a)) relating to the availability to 
the public of records of NSF. 

§ 612.2 Information poltry. 

(a) It Is the policy of NSF to make 
the fullest possible disclosure of infor¬ 
mation to any person who requests In¬ 
formation. without unnecessary expense 
or delay. The Deputy Director. NSF. 
may, in particular Instances except 
where prohibited by law. order disclosure 
in the public interest of records exempt 
from mandatory disclosure under f 612.9 
of this regulation. 

<b> A collection of NBF policy docu¬ 
ments. staff instructions, and of agency 
opinions and orders In the adjudication 
of cases, with respective indices, shall 
be physically located in the National 
Science Foundation library at 1800 G 
Street, NW.. Washington. D.C. where 
they will be available for inspection by 
the public during regular working hours 
on Monday through Friday. Copies of 
such documents shall be furnished in 
accordance with these regulations. 

<c) The Assistant Director for Admin¬ 
istrative Operations (AD/AO) shall be 
responsible for maintaining, publishing, 
distributing and making available for 
inspection and copying the current in¬ 
dexes and supplements thereto which are 
required by 5 U.S.C. 552(a) (2>. Such in¬ 
dexes shall promptly be published, 
quarterly or more frequently, unless the 
ADAO determines by order published in 
the Federal Register that the publica¬ 
tion would be unnecessary. The fee for 
furnishing copies of indexes and supple¬ 
ments shall not exceed the direct cost 
of duplication. 

§ 612.3 Procedure* applicable to the 
public rcqiir*!* ana appeal?. 

fa) Publications excluded. For the pur¬ 
pose of public requests for records the 
term "record" does not include publica¬ 
tions which are available to the public in 
the Federal Register, or by sale or free 
distribution. Such publications may be 
obtained from the Government Printing 
Office, the National Technical Informa¬ 
tion Service, the NSF Distribution Sec¬ 
tion or NSF grantees or contractors. Re¬ 
quests for such publications will be re¬ 
ferred to or the requester informed of the 
appropriate source. The booklet, Publica¬ 
tions of the National Science Foundation, 
which is available without charge from 
the Central Processing Section. National 
Science Foundation, Washington, D.C. 
20550. identifies Annual Reports. Descrip¬ 
tive Brochures, Program Announce¬ 
ments. Science Resources Studies. Spe¬ 
cial Studies, and Periodicals descriptive 
of Foundation activities, policies, and 
procedures, sets forth the cost of each, 
and tells how copies may be obtained. 

(b) Form of request A request need 
not be in any particular format, but it 
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(1) must be in writing, (2) must be clear¬ 
ly identified both on the envelope and 
in the letter as a Freedom of Informa¬ 
tion Act or FOIA request. <3) must de¬ 
scribe the records sought with sufficient 
specificity to permit identification, and 
(4) mast state that the requester 
promptly will pay the fees chargeable 
under this regulation. Provided however. 
Tliat when the requester places an inad¬ 
equate limit on the amount he will pay 
or the requester has failed to make pay¬ 
ment for previous requests, the notice of 
determination whether or not to comply 
with the request will be furnished within 
ten days as provided in 5 612.7 of this 
regulation but no copies will be furnished 
until appropriate payment is received. 

<c> Place of request. Any request for 
a record under FOIA shall be addressed 
to the National Science Foundation. Pub¬ 
lic Information Office. 1800 G Street. 
NW. Washington. D.C. 20550. A request 
which meets the requirements of subsec¬ 
tion <a> above and is properly addressed 
shall be deemed received on the date of 
arrival in the NSF mail room. Since NSF 
liaison offices located outside of Wash¬ 
ington. D.C. maintain no permanent rec¬ 
ords, any request received by such of¬ 
fices will be returned to the requester 
with Instructions for submission as pro¬ 
vided herein. 

<d> Time for appeal. A person whose 
request has been denied or partially de¬ 
nied may initiate an appeal by filing a 
request for review within ten days of the 
receipt of the denial, Saturdays, Sundays, 
legal public holidays, and the date of 
receipt excluded. 

(e> Form of appeal. The appeal shall 
Include a copy of the written request and 
the denial together with any written ar¬ 
gument the requester wishes to submit, 
and shall be signed by the requester. 

<fi To whom appeal is made. An ap¬ 
peal shall be addressed to the Deputy Di¬ 
rector. National Science Foundation. 
1800 O Street, NW., Washington, D.C. 
20550. 

(g) Decisions on appeal. Decisions on 
appeal shall be made by the Deputy Di¬ 
rector In writing within 20 days (except¬ 
ing the date of receipt. Saturdays. Sun¬ 
days. and legal public holidays) from re¬ 
ceipt of the appeal. If the decision Is in 
favor of the requester it shall order the 
record made available promptly to the 
requester. If adverse to the requester in 
whole or In part it shall briefly state the 
reasons and notify the requester that he 
may seek judicial review of the decision 
pursuant to paragraph <4> of section 
552<&>. Title 5. United States Code. Be¬ 
fore final denial the Deputy Director, 
acting through the Office of General 
Counsel, shall consult the Department of 
Justice concerning the proposed denial. 

g 612.1 Copies of record*. 

If It is determined that a requested 
record may be disclosed, copies will be 
furnished the requester as promptly as 
possible provided payment of fees has 
been arranged for pursuant to 5 612.6(a) 
of this regulation. Copying service shall 
be limited to not more than two copies 


of any page, except that additional cop¬ 
ies may be made where administrative 
considerations permit. Records shall not 
be released for copying by non-NSF per¬ 
sonnel. 

g 612.5 Creation of record*. 

A record will not be created by com¬ 
piling selected items from other docu¬ 
ments at the request of a member of the 
public nor will a record be created by 
analysis, computation or other process¬ 
ing specifically for the requesting party. 
If such analysis or computation is avail¬ 
able in the form of a record, copies shall 
be made available as provided In this 
regulation. 

§612.6 Fee*. 

(a) General. User fees shall be charged 
according to the schedule contained in 
paragraph (b) of this section for services 
rendered in responding to requests for 
NSF records under this regulation. Cop¬ 
ies shall be furnished without charge or 
at a reduced charge where it is deter¬ 
mined that waiver or reduction of the 
fee Is In the public Interest because fur¬ 
nishing the Information can be consid¬ 
ered as primarily benefiting the general 
public. Fees shall be charged only where 
they amount to more than $3.00 in the 
aggregate for a request or series of re¬ 
lated requests. Ordinarily, fees shall not 
be charged if the records requested arc 
not found, or if all of the records located 
are withheld as exempt. 

<b) Services charged for. and amounts 
charged. For the services listed below ex¬ 
pended in locating or making available 
records or copies thereof, the following 
charges will be assessed: 

(1) Copies. For photocopies of docu¬ 
ments $0.10 per copy of each page. Where 
records are not susceptible to photo¬ 
copying. c.g., punchcards. magnetic 
tapes, or oversee materials, the amount 
charged will be actual cost as determined 
on a case-by-case basis. 

<2> Clerical searches For each one 
quarter hour spent by clerical personnel 
after the first quarter hour, in searching 
for producing a requested record. $1.25. 

(3) Certification or authentication of 
true copies—each: $3 00. 

(4> Nonrouttne, nonclerical searches. 
Where a search cannot be performed by 
clerical personnel, for example, where 
the task of determining which records 
fall within a request and collecting them 
requires the time of professional or man¬ 
agerial personnel, and where tbte amount 
of time that must be expended in the 
search and collection of the requested 
records by such higher level personnel is 
substantial, charges for the search may 
be made at a rate in excess of the cler¬ 
ical rote, namely for each one quarter 
hour spent in excess of the first quarter 
hour by such higher level personnel in 
searching for a requested record, $3.75. 

(5) Examination and related tasks in 
screening records. No charge shall be 
made for the time spent in resolving legal 
or policy issues afTecting access to rec¬ 
ords of known contents. In addition, no 
charge shall ordinarily be made for the 
time involved In examining records in 


connection with determining whether 
they are exempt from mandatory dis¬ 
closure and should be withheld as a mat¬ 
ter of sound policy. However, where a 
broad request requires NSF personnel to 
devote a substantial amount of time to 
examining records for the purpose of 
screening out certain records or portions 
thereof in accordance with determina¬ 
tions that material of such a nature is 
exempt and should be withheld as a mat¬ 
ter of sound policy, a fee may be assessed 
for the time consumed in such examina¬ 
tion. Where such examination can be 
performed by clerical personnel, time will 
be charged for at the rate of $1.25 per 
quarter hour, and where higher level per¬ 
sonnel are required, time will be charged 
for at the rate of $3.75 per quarter hour. 

<6> Computerized Records. Fees for 
services In processing requests main¬ 
tained in whole or in part In computer¬ 
ized form shall be in accordance with 
this section so far as practicable. Serv¬ 
ices of personnel in the nature of a 
search shall be charged for at rates pre¬ 
scribed in paragraph (c) (4) of this sec¬ 
tion unless the level of personnel in¬ 
volved permits rates In accordance with 
paragraph (c) (2) of this section. A 
charge shall be made for the direct cost 
of the computer time involved, based 
upon the prevailing level of costs to gov¬ 
ernmental organizations and upon the 
particular types of computer and asso¬ 
ciated equipments and the amounts of 
time on such equipments that are util¬ 
ized. A charge shall also be made for the 
direct costs of special supplies or mate¬ 
rials used to contain, present, or make 
available the output of the computers. 
Nothing in this paragraph shall be con¬ 
strued to entitle any person as of right, 
to any special processing of computer¬ 
ized records such as a reordered listing 
of or special summaries of file contents. 

(c> Notice of anticipated fees in ex¬ 
cess of $25. Where it is anticipated that 
the fees chargeable under this section 
will amount to more than $25, and the 
requester has not indicated in advance 
his willingness to pay fees as high as are 
anticipated, the requester shall be noti¬ 
fied of the amount of the anticipated 
charges. In appropriate cases, an ad¬ 
vance deposit may be required. The no¬ 
tice or request for an advance deposit 
shall extend an offer to the requester to 
confer with knowledgeable NSF person¬ 
nel in an attempt to reformulate the re¬ 
quest in a manner which will reduce the 
fees and meet the needs of the requester 

(d> Form of payment . Payment should 
be made by check or money order pay¬ 
able to the National Science Foundation. 

§ 612,7 Agency acllun* on wfipl of it 
properly present «hI request for rec¬ 
ord, 

(a) Monitoring of requests. The NSF 
Public Information Office <PIO> will 
serve as central office for internal ad¬ 
ministration of these regulations. PIO 
will control incoming requests, assign 
them to appropriate action offices, moni¬ 
tor compliance, consult with action of¬ 
fices on disclosure, approve unavoidable 
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extensions, dispatch denial letters, and 
maintain administrative records. 

<b> Action offices. Upon assignment of 
a particular request, the head of the 
action office shall be responsible to ob¬ 
tain the requested record so that appro¬ 
priate agency action can be completed 
within 10 days (excepting the date of 
receipt, Saturdays. Sundays, and legal 
public holidays). In a situation where 
the record may exist only in a retired 
file which has been placed in storage, 
the head of the action office shall im¬ 
mediately notify the requester by letter 
that the record has been ordered from 
storage and that the time limit for act¬ 
ing on the request is extended by the 
length of time required to obtain the 
record, setting forth the date on which 
a determination is expected to be dis¬ 
patched. If the request seeks a volumi¬ 
nous amount of separate and distinct rec¬ 
ords requiring an unusual length of time 
for search, collection, and appropriate 
examination, and determination on the 
request cannot be mode within 10 work¬ 
ing days after agency receipt, the office 
head shall within such ten-day period 
furnish to the requester written notice 
extending the period for not more than 
ten working days. This notice shall set 
forth the reasons for such extension and 
the date on which a determination is 
expected to be dispatched. If the record 
has not been obtained and examined and 
notice of the determination whether to 
comply with the request has not been 
given by the last day of the period as ex¬ 
tended. the requester shall be notified 
on that last day that the request is denied 
because the record has not yet been found 
and examined. Such denial shall state 
that NSP will reconsider the denial as 
soon as the search and examination is 
complete, which should be within a spec¬ 
ifically stated number of days, but that 
the requester may, if he wishes, file an 
administrative appeal as provided in 
f 612.3 of this regulation. This same pro¬ 
cedure for extending the period shall be 
followed if the nature of the record re¬ 
quires consultation with another agency 
having a substantial interest in the de¬ 
termination of the request or requires 
consultation among two or more com¬ 
ponents of NSP having substantial sub¬ 
ject-matter interest therein. 

(c) Denial of request . No wTitten re¬ 
quest for record shall be denied except 
by the Director of the Office of Govern¬ 
ment and Public Programs. Notice of the 
denial of a request shall briefly set forth 
the reasons therefor which shall be baaed 
solely upon one or more of the exemptions 
specified in 1612 9 of this regulation. 
Each notice of denial also shall set forth 
the names and title or positions of each 
person responsible for the denial and 
shall inform the requester of the right 
to appeal as provided in fi 612.3 of this 
regulation. 

<d> Oral requests . Nothing In these 
regulations shall be deemed to preclude 
NSP from honoring oral requests for in¬ 
formation where feasible, but if the re¬ 
quester is dissatisfied with the disposi¬ 
tion of such a request, he shall be asked 
to put the request In writing. 


§ 612.8 available. 

The following categories of records 
shall, unless exempted under the provi¬ 
sions of S 612.9. be made available in ad¬ 
dition to the policy documents and final 
opinions and orders in adjudicated cases 
specified In 5 U.S C. 652<a> (1) and (2). 

(a) Correspondence. Correspondence 
between N8F or any official of N8F and 
individuals or organizations outside the 
Federal Government relating to or result¬ 
ing from the conduct of the official busi¬ 
ness of the agency. 

(b) Records pertaining to grants and 
fellowships. (1) Portions of funded grant 
applications and other supporting docu¬ 
ments submitted by applicants which are 
not exempt from disclosure under this 
regulation; (2) Grant award docu¬ 
ments: and (3) Portions of funded fel¬ 
lowship applications and other support¬ 
ing documents submitted by applicants, 
the disclosure of which would not con¬ 
stitute a clearly unwarranted invasion 
of personal privacy. 

(c> Contracts . (1) Contract instru¬ 
ments, (2) Portions of offers reflecting 
final prices submitted in negotiated pro¬ 
curements. 

(d) Reports on grantee or contractor 
performance. Pinal reports of audits, 
surveys, reviews, or evaluations by, for, 
or on behalf of NSF or performance by 
any grantee or contractor under any NSF 
financed or supported program or activi¬ 
ty, which reports have been transmitted 
to the grantee or contractor. 

(e) Reports and other items prepared 
by grantees and contractors . The final 
report of a grantee or contractor of the 
performance under any grant or con¬ 
tract. To the extent that NSF has taken 
delivery of other Items produced in con¬ 
nection with grants and contracts, such 
as films, computer software, other copy¬ 
rightable materials and reports of In¬ 
ventions, such materials will be made 
available except that considerations re¬ 
lating to obtaining copyright ond pat¬ 
ent protection may require delay in 
disclosure for such period as necessary to 
accomplish such protection. Release of 
records which are copyrightable or which 
disclose patentable inventions shall not 
confer upon the requester any license or 
other interest In the subject matter or 
the expression thereof. 

g 612.9 IlffortL not available. 

(a) Exemptions. The following types 
of records are not normally available for 
inspection and copying: 

(1) Records specifically authorized and 
In fact properly classified pursuant to 
Executive Order to be kept secret In the 
Interest of national defense or foreign 
policy. 

(2) Records related solely to the in¬ 
ternal personnel rules and practices of 
NSF. This exemption does not apply to 
rules relating to the work hours, leave, 
and working conditions of NSF person¬ 
nel, or similar matters, to the extent that 
they can be disclosed without harm to 
the functions to which they pertain. Ex¬ 
amples of exempt records of the type 
specified in the first sentence of this 
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paragraph include, but are not limited 
to: 

(i) Operating rules, guidelines, man¬ 
uals on internal procedure, schedules and 
methods utilized by NSF auditors and 
examiners: 

(li) Negotiating positions and limita¬ 
tions Involved In a negotiation prior to 
the execution of a contract or the com¬ 
pletion of the action to which the nego¬ 
tiating positions or limitations were ap¬ 
plicable except as they may be exempt 
pursuant to other provisions of this 
section. 

(ill) Personnel policies, procedures and 
instructions. Internal staffing plans, re¬ 
quirements. authorizations, controls, and 
supporting data relating to position man¬ 
agement and manpower utilization and 
information Involved in the determina¬ 
tion of the qualifications of candidates 
for employment or advancement. 

(3) Records specifically exempted from 
disclosure by statute such as 18 U.S.C. 
1005 which prohibits disclosure of infor¬ 
mation which concerns or relates to the 
trade secrets, processes, operations, style 
of work, or apparatus or to the identity, 
confidential statistical data, amount or 
source of any income, profits, losses or 
expenditures of any person, firm, part¬ 
nership. corporation or association. 

(4) Trade secrets and commercial or 
financial information obtained from a 
person and privileged or confidential. 
Matter subject to this exemption is that 
which is customarily held in confidence 
by the originator without regard to 
whether or not the originator is. or is not 
employed by. a nonprofit organization. 
It Includes, but Is not limited to: 

ti) Information received In confidence, 
such as grant applications, fellowship 
applications and research proposals prior 
to award; 

til) Statistical data or information If 
received in confidence from a contractor 
or potential contractor concerning con¬ 
tract performance, income, profits, losses, 
and expenditures 

(5) Inter-agency or intra-agency 
memoranda or letters which would not 
be available by law to a private party in 
litigation with NSF. To the extent not 
so available by law. examples include, but 
are not limited to: 

ft) Reports, memoranda, correspond¬ 
ence, workpapers, minutes of meetings 
(other than those governed by the Fed¬ 
eral Advisory Committee Act). and staff 
papers prepared for use within NSF or 
within the Executive Branch of the Gov¬ 
ernment by personnel and consultants of 
NSF. or any Government agency. 

(ii) Advance information on proposed 
NSF plans to procure, lease, or other¬ 
wise acquire, or dispose of materials, real 
estate, facilities, services or functions, 
when such information would provide 
undue or unfair competitive advantage 
to any person: 

(ill) Records prepared for use In pro¬ 
ceedings before any Federal or State 
court or administrative body; 

tiv) Evaluations of and comments on 
specific grant applications, research 
proposals, or potential contractors, 
whether made by N8F personnel or by 
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external reviewers acting either Individ¬ 
ually or in committees: 

<v) Preliminary, draft unapproved 
recommendations, evaluations, and opin¬ 
ions, such as evaluations of invention 
disclosures, of research projects, and of 
incomplete studies conducted or sup¬ 
ported by NBF; 

(vt> Proposed budget requests and 
supporting projections used or arising in 
the preparation any/or execution of a 
budget: proposed annual and multi-year 
policy, priorities, program and financial 
plans and supporting papers. 

(6) Personnel and medical files and 
similar files, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. Information 
in such files which is not otherwise 
exempt from disclosure pursuant to 
other provisions of this section will be 
released to the subject or to his desig¬ 
nated legal representative, and it may be 
disclosed to others with his written con¬ 
sent Examples of personnel files exempt 
from disclosure include, but are not 
limited to, file containing reports, records 
and other materials pertaining to in¬ 
dividual cases in which disciplinary 
or other administrative action has been 
or may be taken. Similar files include re¬ 
ports and evaluations which reflect upon 
the qualifications or competence of 
Individuals. Opinions and orders result¬ 
ing from those proceedings shall be dis¬ 
closed without identifying details if used, 
cited, or relied upon as precedent. 

(7) Investigatory records compiled for 
law enforcement purposes, but only to 
the extent that the production of such 
records would <i> interfere with enforce¬ 
ment proceedings. <li) deprive a person 
of a right to a fair trail or an Impartial 
adjudication, (ill) constitute an unwar¬ 
ranted Invasion of personal privacy. 

(iv) disclose the identity of a confidential 
source and. in the case of a record com¬ 
piled by a criminal law enforcement au¬ 
thority in the course of a criminal in¬ 
vestigation. or by an agency conducting 
a lawful national security Intelligence in¬ 
vestigation. confidential information fur¬ 
nished only by the confidential source, 

(v) disclose investigative techniques and 
procedures, or (vi) endanger the life or 
physical safety of law enforcement 
personnel. 

(8) Matters contained in or related to 
examination, operating, or condition re¬ 
ports prepared by. or on behalf of. or for 
the use of any government agency re¬ 
sponsible for the regulation or supervi¬ 
sion of financial institutions. 

(0) Geological and geophysical in¬ 
formation and data (including maps) 
concerning wells. 

(10) Records belonging to another 
government agency or dealing with sub¬ 
ject matter as to which government 
agency , other than NSF, has exclusive 
or primary responsibility. Requests for 
such records shall be promptly for¬ 
warded to the appropriate government 
agency for disposition or for guidance 
with respect to disposition. 

<b> Deletion of exempt portion and 
identifying details. Any reasonably' seg- 
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regable portion of a record shall be pro¬ 
vided to any person requesting such 
record after deletion of the portions 
which are exempt. Whenever any final 
opinion, order, or other materials re¬ 
quired to be made available relates to a 
private party or parties and the release 
of the name or names or other identify¬ 
ing details will constitute a clearly un¬ 
warranted invasion of personal privacy, 
the record shall be published or made 
available with such identifying details 
left blank, or shall be published or made 
available with obviously fictitious sub¬ 
stitutes and with a notification such os 
the following as a preamble: 

Nome* of parties and certain other Identi¬ 
fying details have been removed (and fic¬ 
titious names substituted) in order to pre¬ 
vent a clearly unwarranted invasion of live 
personal privacy of the individuals involved. 

§ 612.10 Record* and reports on re¬ 
quests for information. 

The Director of the Office of Govern¬ 
ment and Public Programs will be re¬ 
sponsible for maintaining a recoid of 
denials of written requests for informa¬ 
tion. On or before March 1 of each year, 
OOPP shall prepare and submit it to the 
8peakcr of the House of Representatives 
and President of the Senate for referral 
to the appropriate committees of the 
Congress a report concerning requests 
received during the preceding calendar 
year. The report shall include: (1) The 
number of determinations made not to 
comply with requests for records and the 
reasons for each such determination: (2) 
the number of appeals made, the result 
of such appeals, and the reason for the 
action upon each appeal that results in a 
denial of Information: (3) the names 
and titles or positions of each person re¬ 
sponsible for the denial of records re¬ 
quested under tills section, and the num¬ 
ber of instances of participation for 
each: (4) the results of each court order 
which requires the production of a rec¬ 
ord, including a report of the disciplinary 
action taken against the officer or em¬ 
ployee who was primarily responsible for 
improperly withholding records or an 
explanation of why disciplinary action 
was not taken; (5) a copy of every rule 
made by NSF regarding this section: (fl) 
a copy of the fee schedule and the total 
amount of fees collected by the agency 
for making records available under this 
section: and (7) such other Information 
as indicates efforts to administer fully 
the provisions of 5 U.S.C. 502. 

|FR Doc.75-7392 Filed 3-20-70;8:45 ami 


Title 47—Telecommunication 

CHAPTER I—FEDERAL 
COMMUNICATIONS COMMISSION 

[FCC 75-2901 

PART 0—COMMISSION ORGANIZATION 
PART 76—CABLE TELEVISION SERVICES 
Organization; Cable Television 
In the matter of amendment of Part 0 
and Part 76, subpart A. of the Commis¬ 
sion’s rules and regulations concerning 


delegations of authority to the Chief. 
Cable Television Bureau and procedures 
in the cable television service relating 
to dismissal of requests for special relief. 

1. In recent months, we have had cause 
to consider a deficiency in the Commis¬ 
sion's procedures dealing with petitions 
for special relief filed pursuant to sec¬ 
tion 76.7. Under the present cable tele¬ 
vision rules, procedures for dismissing 
special relief petitions are not clearly 
delineated. We have concluded, there¬ 
fore, that amendment to the present pro¬ 
cedures contained in part 76. subpart A. 
of the Commission's rules Is in order. 
The new rule (section 76.8), which is 
akin to dismissal procedures contained 
In i 76.20 concerning applications for 
certificates of compliance, will aid the 
Cable Television Bureau in expediting 
tiie processing of pending cases and in 
reducing Its backlog. In addition, we arc 
amending 5 0.288(d) of the rules In order 
to delegate authority to the Chief, Cable 
Television Bureau, to dismiss special re¬ 
lief petitions upon the request of the pe¬ 
titioner. for failure of the petitioner to 
prosecute a petition, and for failure to 
respond to official Commission corres¬ 
pondence or request for additional 
information. 

2. Since these amendments are either 
editorial or relate to Commission organi¬ 
zation. procedures, or practice, or restate 
existing requirements, the prior notice 
and effective date provisions of section 
4 of the Administrative Procedure Act. 5 
U.S.C. 553. do not apply. 

Authority for the rule amendments 
adopted herein Is contained in sections 
2. 3. 4(i> and (J), 5(b) and (d>. 301. 303. 
307, 308 and 309 of the Communications 
Act of 1934, as amended. 

Accordingly, ft is ordered , That effec¬ 
tive March 25, 1975, Part O and Part 76 
of the Commission’s rules and regula¬ 
tions are amended as set forth below. 

(Socs. 2. 3. 4. 5. 301, 303. 307. 308. 309. 46 
Stat., M amended, 1064. 1065, 1066. 1068, 1081, 
1082, 1083. 1064. 1085; 47 US.C. 152. 163. 154, 
155. 301, 303, 307. 308. 309.) 

Adopted: March 11. 1975. 

Released: March 18. 1975. 

Federal Communications 
Commission. 

I seal 1 Vincent J. Mullins. 

Secretary. 

Chapter I of Title 47 of the Code of 
Federal Regulations is amended as 
follows: 

1. Part 0—Commission Organization 
Paragraph (d) of Section 0.288 is 
amended as follows: 

§ 0.288 Delegated Authority. 

• • • • • 

(d) To dismiss petitions and applica¬ 
tions, as provided In H 76.8. 76.20 and 
78.21 of tills Chapter, or those which 
are not timely filed under the Commis¬ 
sion’s rules, not acceptable under the 
Commission’s rules, or clearly moot: 

• • • • • 

2. Part 76—Cable Television Service 
A new Section 76.8 is added, as follows: 
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§ 76.8 t)i*iiii«*al of Special Relief Peti¬ 
tion*. 

(a) A petition for special relief may, 
upon request of the petitioner, be dis¬ 
missed without prejudice as a matter of 
right prior to the adoption date of any 
final action taken by the Commission 
with respect to the petition. A petitioner’s 
request for the return of a petition will 
be regarded as a request for dismissal. 

<b) Failure to prosecute a petition, 
or failure to respond to official corre¬ 
spondence or request for additional infor¬ 
mation, will be cause for dismissal. 8uch 
dismissal will be without prejudice if it 
occurs prior to the adoption date of any 
final action taken by the Commission 
with respect to the petition. 

|FR Doc.75-7407 Filed 3-20-75,8:45 am] 

Title 49—Transportation 

CHAPTER V—NATIONAL HIGHWAY TRAF¬ 
FIC SAFETY ADMINISTRATION. DEPART¬ 
MENT OF TRANSPORTATION 

|Docket No. 74-10; Notice 16] 

PART 571—FEDERAL MOTOR VEHICLE 
SAFETY STANDARDS 

Air Brake Systems 

This notice amends Standard No. 121. 
Air brake systems, 49 CFR 571.121. in 
response to petitions for reconsideration 
of requirements established for trucks 
and buses, by revision of the retardation 
force requirements applicable to on/off 
highway vehicles until September 1,1975. 
or September 1. 1976. 

The National Highway Traffic Safety 
Administration <NHTSA> established the 
final form of Standard No. 121 for pur¬ 
poses of Judicial review in November 1974 
(39 FR 39880. November 21. 1974) (No¬ 
tice . Notice 6 established interim stop¬ 
ping distance requirements for standard 
highway vehicles, and retardation force 
requirements for some on/off highway 
vehicles. Petitions for reconsideration of 
the decision were received from White 
Motor Corporation. Mack Trucks. Inter¬ 
national Harvester. PACCAR Corpora¬ 
tion. Diamond Reo, and Breeze Corpora¬ 
tions. General Motors effectively re¬ 
quested reconsideration in its response 
to a separate November notice (39 FR 
40168, November 14. 1974) (Notice 7) by 
supporting reduced trailer requirements 
only with corresponding reduction of 
truck stopping distance requirements. 

General Motors, in its response to No¬ 
tice 7. indicated that similar 121 vehicles 
can register as much as a 20-percent dif¬ 
ference in stopping distances as a result 
of uncontrolled variability In brake com¬ 
ponent performance. International Har¬ 
vester. which until recently had sup¬ 
ported 5-percent longer stopping dis¬ 
tances on an interim basis, now points to 
certain variables, including brake lin¬ 
ings. in requesting longer distances on a 
permanent basis. Diamond Reo reported 
the same experience in its comments to 
Notice 2 of Docket No. 74-10. PACCAR 
requested that S5.3 (stopping distance) 
be ’‘temporarily repealed” and that longer 
stopping distances be considered for the 
future. T7ie NHTSA concludes that 
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PACCAR’S request is essentially a peti¬ 
tion for rulemaking to increase the stop¬ 
ping distances on a permanent basis. 

These positions raise issues which can 
arise whenever a standard Is first im¬ 
plemented: (1) that production variables 
are so great that inordinate compliance 
margins are required and (2> that the 
brake packages necessary to achieve these 
compliance margins are so aggressive 
that the handling qualities and durabil¬ 
ity of affected vehicles are significantly 
degraded. The NHT8A is, of course, in¬ 
terested In receiving on a continuing 
basis any new technical information 
(particularly test data on production ve¬ 
hicles) that bears on these important 
safety Issues. Based on the In forma tion 
submitted to date, however. NHTSA is 
not prepared to grant the outstanding 
petitions at this time. 

PACCAR also requested that the 
stopping distance requirements be de¬ 
layed until the performance of antilock 
systems and certain test procedures, 
conditions, and the control trailer test 
device are specified In areas considered 
deficient by PACCAR. While these Issues 
might appropriately be considered for 
future rulemaking, the NHTSA does not 
agree that change of these important 
elements of the standard should delay 
orderly implementation of the standard. 
Accordingly, the PACCAR request in 
these areas is denied. 

The second area of the standard In 
which manufacturers seek reconsidera¬ 
tion is limited relaxation of requirements 
for vehicles with front steerable drive 
axles <S5.3.1.2). Based on unavailability 
of this axle design, vehicles manufac¬ 
tured before September 1. 1975. with a 
front steerable drive axle of any size 
may meet retardation force requirements 
in place of stopping distance require¬ 
ments. Because of unavailability of the 
lighter front driving axles for a greater 
period, vehicles manufactured before 
September 1. 1976. with a front steer¬ 
able drive axle with a gross axle weight 
rating (GAWE) of less than 18.000 
pounds may meet retardation force re¬ 
quirements In place of stopping distance 
requirements. 

Diamond Reo. International Har¬ 
vester, and Mack Trucks. Inc., now re¬ 
quest that the heavier axles also be per¬ 
mitted relaxed requirements until Sep¬ 
tember 1. 1976. White Motor Company 
in Its response to Notice 10 of Docket 
No. 74-10 requested the relaxed require¬ 
ments until September 1, 1977. The 
NHTSA Indicated in Notice 6 that this 
axle type Is available and has been of¬ 
fered by Oshkosh Truck Company to the 
other manufacturers of this vehicle class. 
While Diamond Reo does not indicate it 
considered the Oshkosh axle, the other 
manufacturers indicate that redesign of 
their limited vehicle output in this area 
to accept the Oshkosh axle would be un¬ 
justified because of cost. Oshkosh, on the 
other hand, has offered to provide, at 
cost, technical assistance in the instal¬ 
lation of Oshkosh axles to non-Oshkosh 
pilot test vehicles, and consultation and 
review of test data obtained from truck- 
manufacturer-conducted tests. 
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The NHTSA concludes, based on all 
information available, that the axle is 
available at this time and that sufficient 
leadtlmc has been made available for the 
location and testing of an axle of this 
type. The manufacturers who request 
further delay do not claim that the in¬ 
stallation is technologically unfeasible or 
otherwise impracticable. Although they 
cite adverse economic consequences for 
the limited numbers of vehicles they 
produce In this category, this argument 
does not consider the major economic 
consequences for the Oshkosh Company, 
who state that 72 percent of their ve¬ 
hicle production would be adversely 
affected by any further delay. The peti¬ 
tions of White. International Harvester. 
Diamond Reo. and Mack are accordingly 
denied. 

Due to unavailability until Septem¬ 
ber 1. 1976. front steerable non-driving 
axles with a GAWR in excess of 16,000 
pounds are permitted the same relaxed 
requirements as the driving axles Just 
discussed. White Motor Corporation, in 
its comments to Notice 10 of Docket No. 
74-10, requested the relaxed require¬ 
ments be extended to September 1, 1977, 
because of the long leadtime associated 
with manufacture of these vehicles. The 
NHTSA will monitor the availability of 
these axles to ensure their readiness for 
September 1. 1976, and will consider a 
later effective date for them if they are 
not available as presently schcdued. At 
this time, however, it appears that the 
axles will be ready sufficiently in advance 
of September 1, 1976, to permit satisfac¬ 
tion of the full requirements on that 
date. Accordingly White’s petition is 
denied. 

As earlier noted, both the vehicles 
equipped with certain driving or non¬ 
driving front steerable axles are per¬ 
mitted to meet retardation force require¬ 
ments in place of distance requirements 
for an interim period. A reduction of 
these retardation force requirements was 
the subject of a proposal in Notice 7. 
which was acted on for trailers in Notice 
11 (40 FR 1246, January 7, 1975). It was 
concluded that no argument had been 
made for a temporary reduction of re¬ 
tardation forces on the front axle of 
heavy trucks, most of which are integral 
trucks which experience high levels of 
dynamic load shift during braking. Com¬ 
ments by PACCAR to Notice 6, however, 
emphasized that retardation force re¬ 
quirements at the rear axle could be re¬ 
duced because the load shift off the rear 
axle effectively results in over-torque of 
that axle. 

The NHTSA’s intent in substituting 
retardation force requirements for stop¬ 
ping distance is to ensure the best brak¬ 
ing that Is presently available, and it 
appears that rear brake retardation re¬ 
quirements may, In some cases, inhibit 
the tailoring of brake systems on differ¬ 
ent vehicles to achieve this goal. The 
most satisfactory means to reduce rear 
axle requirements while maintaining 
front axle requirements is to eliminate 
requirements for the vehicle as a whole, 
to permit the manufacturer latitude in 
selecting retardation force requirements 
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at the rear axle. The present require¬ 
ments for front axle retardation forces 
remain In the standard, and by this no¬ 
tice. the NHTSA deletes the requirement 
lor retardation force values for the ve¬ 
hicle as a whole. 

PACCAR requested complete with¬ 
drawal of the retardation force require¬ 
ments. as well as the brake power and 
fade requirements as they affect all 
trucks. The NHTSA, of course, considers 
these characteristics of a brake system 
fundamental, and does not agree that 
the requirements are Impracticable or 
should be withdrawn, PACCAR'S request 
Is therefore denied. 

With regard to the vehicles that may 
meet retardation force requirements in 
place of stopping distances, International 
Harvester requested confirmation that 
S6.3.1.2 Is an option that the manufac¬ 
turer may choose to ignore in the loaded 
or unloaded condition if the vehicle In 
question meets the stopping distance re¬ 
quirements In that condition. This 
agency state d in the preamble to Notice 
6 that "the NHTSA considers It crucial 
to maintain complete directional stabil¬ 
ity in a panic stop, loaded or unloaded, 
if the vehicle Is unable to meet the stop¬ 
ping distance requirements in that con¬ 
dition." International Harvester's un¬ 
derstanding of this language is correct. 

PACCAR requested deletion of brake 
actuation requirements as redundant in 
view of stopping distance requirements. 
The NHTSA has considered elimination 
of the requirements previously, and con¬ 
cluded at that time that the requirement 
should be maintained (37 FR 3905. Feb¬ 
ruary 24. 1972). At this time the actua¬ 
tion requirements ensure fast braking 
on the vehicles under S5.3.1.2 which need 
not meet stopping distance requirements. 
The NHTSA will consider this PACCAR 
request for future rulemaking but does 
not act on the petition for amendment 
at this time. 

Finally. PACCAR requested specifica¬ 
tion of antUock performance characteris¬ 
tics. The standard does not require 
antUock systems, and the N12TSA has 
concluded that specification for manu¬ 
facturers who utilize these devices would 
be design restrictive, without a corre¬ 
sponding safety benefit. No manufac¬ 
turer other than PACCAR Indicates that 
a safety need exists to s pecify the cycling 
of antHocks, and the NHTSA is unable 
to determine from the PACCAR petition 
what evidence exists that antilock speci¬ 
fication would Improve vehicle handling. 
PACCAR's petition is accordingly denied. 

In areas unrelated to the petitions for 
reconsideration, the NHTSA corrects an 
error in S6.1.3.1 and adds a clarifying 
word to 85.7.1.2, without in any way 
changing the requirements of those para¬ 
graphs. 

In consideration of the foregoing. 
Standard No. 121 <49 CFR 571.121) is 
amended as follows: 

§571.106-121 [Amended] 

1. S5.3.1.2 is amended to read: 

85.3.1.2 When stopped In accordance 
with 85.3.1. with 1U brakes fully ap¬ 


plied. a truck manufactured before Sep¬ 
tember 1. 1976. that has a front steerable 
non-driving axle with a GAWR of 16.000 
pounds or more, or a front steerable drive 
axle with a GAWR of less than 18.000 
pounds, and a truck manufactured before 
September 1,1976, that lias a front steer¬ 
able drive axle of any GAWR, need not 
meet the requirement that it stop in the 
distance specified in Table II for stops on 
a surface with a skid number of 75 if the 
brakes on its front axle conform to the 
retardation formula and Column 1 values 
of 85.4.1. Tliesc vehicles must neverthe¬ 
less meet the requirements, of staying 
within the 12-foot lane and those relat¬ 
ing to wheel lock-up. 

2. In 65.7.1.2. the word "quotient" Is 
added following the phrase "static re¬ 
tardation force". 

3. In the first sentence of 86.1.8.1. the 
word "not" Is deleted. 

Effect tt* date, March 2l r 1975. 

Because of Standard No. 121’a March 1, 
1975, effective date and because this 
order relieves a restriction, it is found for 
good cause shown that an effective date 
sooner than 30 days from the date of 
publication of the order is In the public 
interest, 

(Sec. 103. 119. 89-553. 80 8tat. 718 (15 U.S.C. 
1892. 1407): delegation of authority at 49 
CFR 1 51). 

Issued on March 14,1975. 

James B. Gbrcory. 

Administrator . 

(PR Doc.75-7340 Filed 3-18-75:9:29 am] 


Title 7—Agriculture 

SUBTITLE A—OFFICE OF THE 
SECRETARY OF AGRICULTURE 

PART 2—DELEGATIONS OF AUTHORITY 
BY THE SECRETARY OF AGRICULTURE 
AND GENERAL OFFICERS OF THE DE¬ 
PARTMENT 

Revision of Delegations of Authority \o Re¬ 
flect Establishment of the Office of the 
Sales Manager 

Part 2. Subtitle A. Title 7. Code of Fed¬ 
eral Regulations, is amended so as to re¬ 
flect the establishment of an office of the 
Sales Manager, delegate authority to the 
Sales Manager to formulate policies with 
respect to certain export programs, and 
revoke the authority to formulate such 
policy previously delegated to and by the 
Assistant Secretary for International Af¬ 
fairs and Commodity Programs. In addi¬ 
tion. the heading for Subpart C is 
amended to change "Directors" to the 
"Director of Agricultural Economics." 

Subpart C—Delegations of Authority to the 
Under Secretary, Assistant Secretaries, 
and Director of Agricultural Economics 

X. Section 2.21 is amended by revising 
paragraphs <d> <11). <12). <19) and <21> 
to read as follows: 

§ 2.21 Delegation* of Authority to llie 
jWUUnt Secretary for International 
Affair* ami Commodity Program*. 

• • • • • 

(d) Related to foreign agriculture . 


(11) Administer operations fbr pro¬ 
grams under section 5(f) of the CCC 
Charter Act (15 U.S.C. 714c(f)) and sec¬ 
tion 4. Pub. L. 89-808 (7 U.S.C. 1707a) 
to finance commercial export credit sales 
of agricultural commodities by U.8. ex¬ 
porters. 

(12) Administer operations for barter 
programs, under which agricultural com¬ 
modities are exported, under sections 4 
<h> and 5<D of the CCC Charter Act 
(15 UB.C. 714b<h) and 714c<f> ) and sec¬ 
tion 303 of Pub L. 480 <7 U.S.C. 1692). 


(19) Administer operations for sales 
programs for export of CCC-owned agri¬ 
cultural commodities, except for tobacco, 
peanuts, lung oil, and gum naval stores. 

• • • • • 

<21) Administer operations for export 
payment programs (other than those 
under section 32, Pub. L. 320, 74th Con¬ 
gress (7 UJ9.C. 612c>), and other pro¬ 
grams as assigned to encourage or cause 
the export of U.8. agricultural commodi¬ 
ties. 


Subpart D—Delegations of Authority to 
Other General Officers and Agency Heads 

2. A new I 2.37 is added to read as 
follows: 

§ 2.37 Delegations of Authority to the 
Suit* Mnntiger. 

The following delegations of authority 
are made by the Secertary of Agriculture 
to the Sales Manager : 

(a) Formulate policies for programs 
under section 5(f) of the CCC Charter 
Act <15 U8.C. 7I4c(f)) and section 4. 
Pub. L. 89-808 (7 U.S.C. 1707a) to finance 
commercial export credit sales of agri¬ 
cultural commodities by UR. exporters. 

(b) Formulate policies for barter pro¬ 
grams. under which agricultural com¬ 
modities are exported, under sections 
4(h) and 5(f) of the CCC Charter Act 
<15 UB.C. 714b(h> and 714c(f)) and 
section 303 of Pub. L. 480, 83rd Congress 
<7 U.S.C. 1692). 

(c) Formulate policies for sales pro¬ 
grams for export of CCC-owned agri¬ 
cultural commodities, except for tobacco, 
peanuts, tung oil, and gum naval stores. 

(d) Formulate policies for export pay¬ 
ment programs (other than those under 
section 32. Pub. L. 320, 74th Congress <7 
U.S.C. 612c)). and other programs as as¬ 
signed to encourage or cause the export 
of UJ3. agricultural commodities. 

Subpart H—Delegations of Authority by 

the Assistant Secretary for International 

Affairs and Commodity Programs 

3. Section 2.68 Is amended by revising 
paragraphs <a> (11), <12>, (19), and 
<21) to read as follows: 

• • • • • 

§ 2.68 Administrator, Foreign Agricul¬ 
tural Service. 

(a) Delegations . • • • 

(U) Administer operations for pro¬ 
grams under section 5(f) of the CCC 
Charter Act (15 U.S.C. 714c(f)) and sec¬ 
tion 4. Pub. L. 89-808 (7 UB.C. 1707a) to 


FifKRAl REGISTER, VOC 40, NO. 56—FRIDAY, MARCH 21, 1975 







finance commercial export credit sales 
of agricultural commodities by U.S. ex¬ 
porters. 

(12) Administer operations for barter 
programs, under which agricultural com¬ 
modities are exported, under sections 
4(h) and 5(f) of the CCC Charter Act 
<15 US.C. 714b(h) and 714c<f)) and 
section 303 of Pub. L. 480 (7U.8.C, 1692). 
■ • • • • 

(19) Administer operations for sales 
prog ranis for export of CCC-owned agri¬ 
cultural commodities, except for to¬ 
bacco. peanuts, tung oil. and gum naval 
stores. 


(21) Administer operations for export 
payment programs (other than those 
under section 32. Pub. L. 320, 74th Con¬ 
gress (7 U.S.C. 612c), and other pro¬ 
grams as assigned to encourage or cause 
the export of U.S. agricultural com¬ 
modities. 

These amendments shall become effec¬ 
tive March 6.1975. 

Dated: March 18.1975. 

For Subparts C and D. 

EarlL. Butz. 

Secretary of Agriculture . 

Dated: March 13.1975. 

For Subpart H. 

Clayton K. Yeuttoh, 

Assistant Secretary for International 
Affairs and Commodity Programs . 

)FR Doc.75-7462 Filed 3-20-75:8:45 fim] 


CHAPTER IX—AGRICULTURAL MARKET- 
ING SERVICE (MARKETING AGREE¬ 
MENTS AND ORDERS; FRUITS, VEGE¬ 
TABLES, NUTS), DEPARTMENT OF 
AGRICULTURE 

I Lemon Regulation 6841 

PART 910—LEMONS GROWN IN 
CALIFORNIA AND ARIZONA 

Limitation of Handling 

This regulation fixes the quantity of 
Callfomia-Arizona lemons that may be 
shipped to fresh market during the 
weekly regulation period March 23-29, 
1975. It is issued pursuant to the Agri¬ 
cultural Marketing Agreement Act of 
1937, as amended, and Marketing Order 
No. 910. The quantity of lemons so fixed 
was arrived at after consideration of the 
total available supply of lemons, the 
quantity of lemons currently available for 
market, the fresh market demand for 
lemons, lemon prices, and the relation¬ 
ship of season average returns to the 
parity price for lemons. 

§ 910.981 Lemon Rrgtilnlion 68*1. 

(a) Findings. <1) Pursuant to the mar¬ 
keting agreement, as amended, and Or¬ 
der No. 910, as amended <7 CFR Part 
910). regulating the handling of lemons 
grown in California and Arizona, effec¬ 
tive under the applicable provisions of 
the Agricultural Marketing Agreement 
Act of 1937, as amended (7 UJ5.C 601- 
674), and upon the basis of the recom¬ 
mendations and information submitted 
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by the Lemon Administrative Committee, 
established under the said amended mar¬ 
keting agreement and order, and upon 
other available Information, it is hereby 
found that the limitation of handling of 
such lemons, as hereinafter provided, will 
tend to effectuate the declared policy of 
the act. 

(2) The need for this regulation to 
limit the quantity of lemons that may be 
marketed during the ensuing week stems 
from the production and marketing situ¬ 
ation confronting the lemon Industry. 

(i) The committee has submitted its 
recommendation with respect to tlie 
quantity of lemons it deems advisable to 
be handled during the ensuing week. 
Such recommendation resulted from con¬ 
sideration of the factors enumerated in 
the order. The committee further reports 
the demand for lemons is fairly active. 
Average f.o.b. price was $5.45 per carton 
the week ended March 15,1975, compared 
to $5.04 per carton the previous week. 
Track and rolling supplies at 155 cars 
were up 25 cars from last week. 

(il) Having considered the recommen¬ 
dation and information submitted by the 
committee, and other available informa¬ 
tion, the Secretary finds that the quan¬ 
tity of lemons which may be handled 
should be fixed os hereinafter set forth. 

(3) It is hereby further found that it 
is impracticable and contrary to the pub¬ 
lic interest to give preliminary notice, 
engage in public rule-making procedure, 
and postpone the effective date of this 
regulation until 30 days after publica¬ 
tion hereof in the Federal Register (5 
UJS.C. 553) because the time interven¬ 
ing between the date when information 
upon which this regulation is based be¬ 
came available and the time when this 
regulation must become effective in order 
to effectuate the declared policy of the 
act is insufficient, and a reasonable time 
is permitted, under the circumstances, 
for preparation for such effective time: 
and good cause exists for making the pro¬ 
visions hereof effective as hereinafter set 
forth. The committee held an open meet¬ 
ing during the current week, after giving 
due notice thereof, to consider supply and 
market conditions for lemons and the 
need for regulation; interested persons 
were afforded an opportunity to submit 
Information and views at this meeting: 
the recommendation and supporting In¬ 
formation for regulation during the pe¬ 
riod specified herein were promptly sub¬ 
mitted to the Department after such 
meeting was held; the provisions of this 
regulations, Including its effective time, 
are identical with the aforesaid recom¬ 
mendation of the committee, and Infor¬ 
mation concerning such provisions and 
effective time has been disseminated 
among handlers of such lemons; It is 
necessary, in order to effectuate the de¬ 
clared policy of the act. to make thLs reg¬ 
ulation effective during the period herein 
specified; and compliance with this reg¬ 
ulation will not require any special prep¬ 
aration on the pert of persons subject 
hereto which cannot be completed on or 
before the effective date hereof. Such 
committee meeting was held on March 18, 
1975. 
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(b) Order. (1) The quantity of lemons 
grown in California and Arizona which 
may be handled during the period 
March 23, 1975, through March 29, 1975, 
Is hereby fixed at 255.000 cartons. 

<2> As used in this section, “handled" 
and “carton(s>“ have the same meaning 
as when used In the said amended mar¬ 
keting agreement and order. 

(Secs. 1-19. 46 SUt. 31, os amended; (7 US.C. 
601-674)) 

Dated: March 19.1975. 

Charles R. Brader, 
Acting Director. Fruit and Veg¬ 
etable Division. Agricultural 
Marketing Service . 

|FR Doc.75-7677 Filed 3-20-75; 12:25 pm] 


CHAPTER XIV—COMMODITY CREDIT COR¬ 
PORATION, DEPARTMENT OF AGRICUL¬ 
TURE 

SUBCHAPTER B—LOANS, PURCHASES, AND 
OTHER OPERATIONS 

(CCC Grain Price 8upport Regs.. 1975 Crop 
Barley Supplement) 

PART 1421—GRAINS AND SIMILARLY 
HANDLED COMMODITIES 

1975 Crop Barley Loan and Purchase 
Program 

On July 17. 1974, notice of proposed 
rulemaking regarding loan and purchase 
rates for 1975 crop barley and operating 
provisions to carry out the 1975 crop 
barley loan and purchase program was 
published in the Federal Register (39 
FR 26159). 

8ix responses were received from in¬ 
terested individual producers, a farm 
organization, and other interested par¬ 
ties. These responses included requests 
ranging from an Increase in price sup¬ 
port to the elimination of the price sup¬ 
port program. Recommendation was also 
received to change the loan maturity 
date to the anniversary date of the loan. 

After consideration of all responses, it 
has been determined that loan and pur¬ 
chase rates for 1975 crop barley on a na¬ 
tional average will remain the same as in 
1974. 8upport rates at the county level 
reflect adjustments necessary to reflect 
changes in rati freight rate structure and 
historical prices received by farmers by 
State and districts. Loans will no longer 
have identical maturity dates but will 
mature 12 months from the first day of 
the month in which the loan is made. 
Other operating provLsions for the 1975 
crop remain the same as those for the 

1974 crop. 

The General Regulations Governing 
Price Support for the 1970 and Subse¬ 
quent Crops, published at 35 FR 7363 
and 7781. and any amendments thereto, 
and the 1970 and Subsequent Crops Bar¬ 
ley Loan and Purchase Program Regula¬ 
tions. published at 35 FR 11166 and 
11902. and any amendments to such reg¬ 
ulations are further supplemented for the 

1975 crop of barley. The material previ¬ 
ously appearing In these ii 1421.72 
through 1421.75 shall remain in full force 
and effect as to the crops to which it is 
applicable. 
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Sec. 

1431.73 Purpose. 

1121 73 Availability. 

1421 74 Maturity of loan*, 

1421 75 Loan and purchase rales. 

Authority: Secs, 4 and 5. 62 Slat 1070, as 
amended (15 U\S.C. 714 b and c); Spca 105. 
401. 03 Stat. 1001. aa amended (7 U.8.C. 1441 
note. 14311, 

§ I 121.72 Purpose. 

This supplement contains additional 
program provisions which, together with 
the provisions of the General Regulations 
Governing Price Support for the 1970 
and Subsequent Crops, the 1970 and Sub¬ 
sequent Crops Barley Loan and Purchase 
Program Regulations, and any amend¬ 
ments thereto, apply to loans on and pur¬ 
chases of the 1975 crop of barley. 

§ 1121.73 Availability* 

in Loans. A producer desiring Lo par¬ 
ticipate in the program through loans 
must request a loan on hi* 1975 crop of 
eligible barley on or before March 31, 
1976. 

<b) Purchases. Producers desiring to 
offer eligible 1975 crop barley not under 
loan for purchase must execute and de¬ 
liver to the county ASCS office on or 
before February 28. 1977. a purchase 
agreement (Form CCC-614) indicating 
the approximate quantity of 1975 crop 
barley they will sell to CCC. 

§ I 121.71 Mulurfily of loins 

Loons mature on the last day of the 
eleventh calendar month following the 
month in which the loan is disbursed or 
upon such earlier date as CCC may make 
demand for payment. 

§ 1 121.75 I.oeii ami p«rrb.t*r rates. 

fa> Basic loan rates (counties). Basic 
county rates (marketing area for Alaska) 
for loan and settlement purposes for bar¬ 
ley icxcept mixed barley) grading U.S. 
No. 2 or better are established as follows: 
Alabama 

’ Mate per 

bushel 

40 90 


County 


All counties... 



Alaska 

»a • 




Glenallen* ...._ 

tfmnor • _ 

Ke rial-Sold* .. 





Tanrr*»fmt* _ _ 


Arizona 

All counties 




Arkansas 

AH countfe* 




California 

Aiameda- 

91 26 

Inyo —- 

Alpine_ 

1.09 

Kern__ 

Amador- 

1 22 

Kings . 

Butte_ 

1.17 

Lake_ 

Calaveras 

122 

Lassen__ 

Colusa-- 

1.21 

Los Angeles.. 

Contra Costa- 

1.23 

Madera- 

El Dorado.- 

1.21 

Marin -- 

Fresno . 

1.20 

Marlpora- 

Glenn_ 

1. 18 

Mendocino _ 

Hum y x>kll_ 

1.00 

Merced _ 

Imperial- 

1.20 

Modoc_ 


1.53 
i.ea 
1.59 
1 06 

1.72 

1.73 


fl oa 

50 90 


51-06 
1. 21 
1. 19 
1. 16 
1.06 
1 20 
1.32 
1.23 
1 20 
1.10 
1.22 
1.04 


CALiroftNU—Continued 


Rate par 

Rate per 

County bushel 

County bushel 

Mon terry ... 51.18 

Santa Clara.. 

91.22 

Napa_ 

1.31 

Santa Crux_ 

1.19 

Orange _ 

1.26 

Shasta . 

1.06 

PI acct - 

1.19 

Sierra_ 

2.08 

Plumas_ 

1.09 

Siskiyou- 

I 04 

Riverside- 

1.21 

Solano-— 

1.23 

Sacramento_ 

1.26 

Sonoma__ 

1.21 

San Benito... 

1 . 18 

Stanislaus_ 

1.24 

San Bernardino 

1.22 

Sutler ___ 

1.20 

San Diego.... 

1.20 

Tehama_ 

1.17 

San Francisco. 

1.28 

Tulare_ 

1 . 18 

San Joaqutn . 

1.20 

Tuolumne_ 

1.20 

San Lute Obispo 

1 . 18 

Ventura __ 

1.21 

San Mateo— 

1.23 

Yolo . 

l 23 

Santa Barbara 

l . 17 

Yuba_ 

1.30 


Colorado 


County 

AH counties- 


All counties. 

All counties. 

All counties.. 

All counties 


Connecticut 


Dtlawasb 


Florida 


Rate 

per 

bushel 

_50.94 


30.90 

50 90 

50. 92 


CSORCiA 


__90.92 


IOABO 


Rate 

P** 

County bushel 

Rote 

per 

County bushel 

Ada . -. - 

50.96 

.95 

Gem __... 

90.95 

Adams ___ 

Gooding- 

.95 

Bannock- 

.95 

Idaho- 

.99 

Bear Lake.... 

.92 

Jefferson .... 

.91 

Benewah 

1.02 

Jerome 

95 

Bingham .... 

. 94 

Kootenai_ 

1 03 

Bln Ine - 

95 

Latah- 

1.03 

Boise __ 

.96 

Lemhi- 

.91 

Bonner -- 

.98 

Lewis-- 

1.01 

Bonneville _ 

.92 

Lincoln _ 

.95 

Boundary .— 

.97 

Madron - 

.92 

Butte-- 

.04 

Minidoka- 

.96 

Camas-- 

.95 

Nn Perce- 

L 02 

Canyon . 

.95 

Oneida . 

.93 

Caribou —... 

.92 

Owyhee —... 

95 

Casela _ 

.94 

Payette_ 

.05 

Clark - 

.91 

Power- 

.95 

Clearwater — 

1.01 

Shoshone .... 

.90 

Cuater 

.95 

Teton_ 

.02 

Klmor* —.— 

.95 

Twin Falls- 

.90 

Franklin- 

.06 

Valley_ 

.05 

Fremont .... 

.92 

Washington __ 

.95 


Illinois 


County 

Alexander- 

Cook- 

Madison-- 

Saint Cl sir.— 

All other counties. 


All counties 


Pottawattamie -— 

All other counties- 



Kansas 


Wyandotte 
AIK other counties. 


Kjcxtucky 


All counties. ... 


Louisiana 

Rate per 

County bushel 

Bast Baton Rouge....91 00 

JcUsrsou----_-l.oo 

Orleans_ 1.00 

Saint Charles___„_... 1 09 

West Baton Rouge.__ 1 09 

All other counties__ .92 

Maine 

All counties _ 50.90 

Mary land 

Baltimore City_ 


All other counties. 

Mass ac n USKTTS 

All counties ........_ 


... 91 03 

— .90 


Micitiuan 


All counties 


50.90 


90 82 


MiwrrrsoTA 


Rate per 
County bushel 
Aitkin _... 50.93 


Rale par 
County bushel 

Martin.90.95 


Anoka_— 

Becker_. 

Beltrami__ 

Benton_ 

Big Stone- 

Blue Earth... 

Brown_ 

Carlton __ 

Carver_... 

Cass ........ 

Chippewa ... 


.96 

.84 

86 

.93 

88 

.00 

.94 

.97 

.97 

.89 

.93 


Meeker 
MUle 1 

MorrUou _ 

Mower _... 

Murray ___ 

Nicollet ___ 

Nobles __ 


.94 

.94 

.91 

.05 

.92 

.96 

.92 


Norman__ ,83 


Chisago_ . 96 


Clay _ 

Clearwater — t 
Cottonwood . 

Crow Wing_ 

Dakota. 

Dodge - 

I Vvii^l m _ _ _ _ _ 

Faribault- 

FUlmore__ 

Precborn .... 

Goodhue _ 

Grant- 

Hennepin 

Houston_ 

Hubbard- 

Isanti__ 

Itasca-- 

Jackson. 

Kanabec_ 

Kandiyohi_ 

Kittson_ 

Koochiching _ 
Lac Qul Parte. 
Lake of the 
Woods_ 


.83 

83 

93 

89 

.97 

.96 

.88 

.95 

03 

.00 

06 

80 

.97 

.92 

80 

05 

.02 

.93 

.94 

.03 

.78 

.90 

.92 


Olmsted _ 

O'-rr Tati 

Pennington _ 

Pine .. 

Pipestone 

Polk _ 

Pope _ 

Ramsey _ 

Red Lake_ 

Redwood _ 

Ren vll!e _ 

Rice ...._ 

Rock ____ 

Roseau __ 

Saint Louis.. 

Scott .. 

Sherburne _ 

Sibley _ 

Stearns ___ 

Steel# _ 

Stevens _ 

Swift _:... 

Todd_ _ 

Traverse __ 

Wabasha -_ 

Wadena _ 

Waseca _... 

Washington . . 
Watonwan ... 


.96 

.85 

.82 

.97 

.80 

.82 

.91 

.97 

.82 

.04 

.92 

.97 

.88 

.80 

.97 

.07 

.96 

.86 

.93 

.97 

.88 

.92 

.88 

.80 

.95 

.87 

.97 

.97 

.55 



Le Sueur. 

.07 

Wilkin_ 

... .85 

Rate 

Lincoln T . 

. 80 

Winona ... 

.94 

per 

Lyon —_— 

.92 

Wright __ 

— .97 

bushel 

McLeod_ 

.90 

Yellow 


. 90.90 

Mahnomen _ 

.82 

Medicine 

.. .91 

_ .91 

Marshall_ 

.81 



.. . 96 

95 


Mississippi 


86 




Rate per 


County 



bushel 

.. 50.86 

All counties.. 



90.90 



Mnsocii 


.. #0 93 

Rate par 


Rate per 

.. .89 

County bushel 

County 

bushel 


Buchanan ,, 

50.93 

Saint Louis.. 50.95 


Clay - 

.93 

All other 


.. 90 93 

Jackson__ 

.93 

counties 

.01 

. .89 


Montana 



Beaverhead .. 

90 84 

Blaine _ 50.75 

. W 87 

Big Horn.... 

.80 

Broadwater 

.. .87 
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Montana —Continued 


Carbon-- 

80.80 

Meagher. 

80 84 

Carter.- 

.72 

Mineral . 

.92 

Cascade_ 

.83 

Missoula. 

.92 

Chouteau_ 

.70 

Musselshell .. 

.79 

Custer .. 

.74 

Park . 

.88 

Daniels_ 

.71 

Petroleum ... 

.77 

Dawson ..... 

.74 

Phillips . 

.72 

Deer Lodge... 

.90 

Pondera _ 

.81 

Fallon .. 

.73 

Powder River. 

.74 

Fergus- 

.81 

Powell_ 

.90 

Flathead. 

.95 

Prairie__ 

.74 

Oallatin .... 

.90 

Ravalli___ 

88 

Gar field_ 

.75 

Richland_ 

.71 

Glacier_ 

.82 

Roosevelt .... 

.71 

Golden 


Rosebud _ 

.75 

Valley. 

.80 

Sanders __ 

.92 

Granite _ 

.88 

Sheridan __ 

.70 

HOI_ 

.78 

Silver Bow... 

.90 

Jefferson .... 

.90 

Stillwater ... 

.80 

Judith Basin. 

.80 

Sweet Grass.. 

.83 

Lake _ 

. 88 

Teton ....... 

. 81 

Lewis and 


Toole . 

. 81 

Clark _ 

.81 

Treasure .... 

.75 

Liberty_ 

.80 

Valley_ 

.72 

Lincoln . 

.95 

Wheatland .. 

.81 

McCone__ 

.74 

Wibaux. 

.73 

Madison .... 

.90 

YeUowstone. - 

.80 


Nebraska 




Rate per 

County 


bushel 

Dotigloa_ 



80.93 

AU other counties.... 


.85 


Nevada 

AU counties _ $1 08 

New Ha Mrs i mm 

All counties ___ $0 90 

Niw Jersey 

All counties __ |0. 90 

Nrw Mexico 

All counties ___ .0.98 


New York 


Albany---$ 1 . os 

New York City_ i. os 

All other counties_..._ .90 

Noam Carolina 

AU 00 unties_........_80.93 


North Dakota 


Rate per 

Rate per 

County bushel 

County bushel 

Adams . 

80.73 

McKenzie_ 

80 89 

Barnes . 

.80 

McLean . 

.73 

Benson_ 

.75 

Mercer . 

,72 

BUllngs ..... 

.70 

Morton. 

.72 

Bottineau ... 

.71 

Mountrail_ 

.70 

Bowman .... 

.70 

Nelson _ 

. 77 

Burke.. 

.70 

Oliver_. 

.73 

Burleigh .... 

.78 

Pembina_ 

.77 

Cass _ 

.83 

Pleroe_.... 

.74 

Cavalier__ 

.75 

Ramsey . 

.76 

Dickey .. 

.79 

Ransom_ 

.80 

Divide_ 

.70 

Renville. 

.70 

Dunn_ 

.70 

Richland «... 

.83 

Eddy. 

.70 

Rolette_ 

.72 

Emmons__ 

.73 

Sargent . 

.83 

Footer . 

.77 

Sheridan .... 

.74 

Oolden 


Sioux . 

.72 

Valley_ 

.70 

Slope .. 

.70 

Grand Forks. 

.80 

Stark . 

.70 

Orant__ 

.70 

8tcc!c_ 

.80 

OrtKK* . 

.79 

Stutsman «... 

.80 

Hettinger .... 

.70 

Towner 

.73 

Kidder . 

.75 

Traill _ 

.80 

La Moure__ 

.78 

Walsh _ 

.78 

Logan- 

.75 

Ward _ 

.71 

McHenry .... 

.73 

Wells. 

.78 

McIntosh ... 

.78 

Williams_ 

.70 


Onto 

AU counties..._........ 80. 84 


Oklahoma 

Rate per 

County bushel 

All counties____80.99 


County 

Baker _ 

Benton ___ 

Clackamas .. 

Clatsop_ 

Columbia ... 

Coos__ 

Crook _ 

Curry_ 

Deschutes_ 

Douglas __ 

Gilliam_ 

Grant ___ 

Harney _ 

Hood River_ 

Jackson ..... 
Jefferson .... 
Josephine ... 
Klamath_ . 97 


Rate per 

County bushel 

Lake_ 

80.98 

Lane_.... 

1.04 

Lincoln __ 

1.04 

Unn. 

1.06 

Malheur. 

.94 

Marlon_ 

1.07 

Morrow_ 

1.08 

Multnomah_ 

1.15 

Polk_ 

1.07 

Sherman .... 

1.10 

Tillamook ... 

2.10 

Umatilla_ 

1.05 

Union „ 

1.03 

Wallowa. 

1 00 

Wasco. 

1. it 

Washington .. 

1. 11 

Wheeler_ 

1.06 

Yamhill_ 

1.09 


Oregon 

Rate per 
bushel 
. 81.00 
1.06 
1.09 
1.15 
I. 15 
.90 
1.04 
.94 
1.04 
pa 
1.09 
1.04 
„ 91 
1.11 
.97 
1.07 
.97 


Pennsylvania 

Rate per 

County bushel 

Philadelphia . 81.08 

All other counties_.... _.... .90 

Rhode Island 


Rate per 

County bushel 

All counties____..___80.90 


Teeas 


Rate per 

County bushel 

Chambers _ 81. It 

Galveston ... 1.11 


Harris _ 1.11 

Jefferson _ 111 


Rate per 
County bushel 

Nueces__81.11 

Sen Patricio.. 1.11 
All other 

counties .95 


Utah 


All cotin ties 80 98 

Vermont 


All counties. 80 90 

Virginia 


Chesapeake 
(Norfolk) . 

81 08 

All other 
counties _ 

60.90 

Adams_ 

Washington 

81.05 Lewis_ 

8109 

Asotin _ . 

1.05 

Lincoln_ 

1.04 

Benton _ 

1.07 

Maaan_ 

1.02 

Chelan_ 

109 

Okanogan_ 

1.03 

Clallam . 

95 

Pacific .. 

1 04 

Clark . 

1 . 16 

Pend Oreille . 

.08 

Columbia_ . 

1.08 

Pierce_ 

1 15 

Cowlitz _ 

1. 15 

San Juan _ 

1.03 

Douglas _ 

104 

Skagit - 

1.03 

Ferry .. 

1.00 

Skamania ... 

1. 10 

Franklin «... 

1.08 

Snohomish .. 

1 08 

Garfield . 

1.06 

Spokane __ 

1.02 

Orant . 

1.06 

Stevens _ 

.99 

Grays Harbor. 

1.04 

rhurston .... 

1 09 

Island __ 

1.08 

Wahkiakum . 

1. 12 

Jefferson _. 

1 00 

Walla Walla.. 

1.08 

K tog 

1 15 

Whatcom _ 

1.01 

Kitsap . 

1 08 

Whitman _ 

I 04 

Kittitas _ 

1.07 

Yakima. 

1 00 

Klickitat_ 

1.08 




South Carolina 


West Virginia 


Rate per 

County bushel 

Charleston _ 81.08 

All other counties.__ .93 


South Dakota 


Rate per 

Rate per 

County bushel 

County bushel 

Aurora_ 

80 80 

Jackson_ 

•0.73 

Beadle _ 

.83 

Jerauld___ 

.80 

Bennett_ 

.73 

Jones__ 

.78 

Bon Homme.. 

.83 

Klngtbury ... 

.80 

Brookings_ 

.87 

Lake__ 

.83 

Brown _ 

.82 

lAwrence_ 

.67 

Brule __ . 

.78 

Lincoln _ 

.84 

Buffalo.. 

.80 

Lyman —_ 

. 78 

Butte_ 

.87 

McCook . 

.80 

Campbell- 

.76 

McPherson .. 

.80 

Charles Mix.. 

.81 

Marshall _ 

.83 

Clark _ 

. 83 

Meade ....... 

.70 

Clay- 

.84 

Mellette_ 

.77 

Codington ... 

.86 

Miner 

.81 

Corson.. 

.73 

Minnehaha .. 

.84 

Custer_ 

.72 

Moody_ 

.85 

Davison_ 

.80 

Pennington_ 

.73 

Day .- 

.84 

Perkins_ 

.71 

Deuel__ 

.89 

Potter.. 

.80 

Dewey _ 

.75 

Roberts ___ 

.87 

Douglas_ 

.81 

Sanborn .... 

.80 

Edmunds .... 

.80 

Shannon .... 

.72 

Fall River_ 

.68 

Spink . 

.82 

Paulk . 

.81 

Stanley . 

,78 

Grant_ 

.89 

Sully . 

.80 

Gregory __ 

.80 

Todd ... 

.77 

Haakon ..... 

.73 

Tripp . 

.78 

Hamlin __ 

.86 

Turner__ 

.84 

Hand . 

.80 

Union . 

.85 

Hanson_ 

.80 

Walworth_ 

.77 

Harding_ 

.89 

Waahabaugh . 

.73 

Hughes ..._ 

.79 

Yankton _ 

.84 

Hutchinson .. 

.81 

Ziebach _ 

.72 

Hyde. 

.80 




Tennessee 


Shelby -1 

10 98 



All other 




counties_ 

.90 




All counUes- ____...__80.90 

Wisconsin 

Douglas 80 97 AU other 

counties ... $0 87 
WrOMtMG 

AU counties___.....___80.93 

<b> Discounts . The basic county rate 
shall be adjusted as applicable by dis¬ 
counts as follows: 

Dixrount (cents 
per bushel) 


Class—Mixed barley___ 2 

Grade: 

U S. No. 8. a 

US. No. 4______ s 

U.S. No. 5..._ 15 

Garlicky _ ]o 

Weed Control Law (where required by 

I 1421.25)_._ 10 


OthiT / actors . Amounts determined by 
COC to represent market discounts for 
quality factors not specified above which 
affect the value of the barley, auch as 
(but not limited to) thin barley, mois¬ 
ture. foreign material, test weight, heat 
damage, musty, sour, smutty, stained, 
weevily. ergoty. and bleached Such dis¬ 
counts will be established not later than 
the time delivery of barley to COC begins 
and will thereafter be adjusted from time 
to time as CCC determines appropriate to 
reflect changes in market conditions. 
Producers may obtain schedules of such 
factors and discounts at county ASCS of¬ 
fices approximately 1 month prior to the 
loan maturity date. 

Note. —Discounts are cumulative except 
only one grade discount shall be applied For 
the purpose of applying discounts, factors 
which cause barley of the subclass Malting 
Barley or Blue Malting Barley to have a lower 
numerical grade than if tho barley were 
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graded under a different subclass shall be 
disregarded. 

Effective date: March 21, 1975. 

Signed at Washington, D.C., on March 
17, 1975. 


Glenn A. Weir, 

Acting Excxutiv* Vice President . 
Commodity Credit Corporation. 

[PR Doc.75-7460 Piled 3-20-75:8:45 am) 


[CCC Grain Price Support Reg 1975 Crop 
Oats Supplement j 

PART 1421—GRAINS AND SIMILARLY 
HANDLED COMMODITIES 

Subpart—1975 Crop Oats Loan and 
Purchase Program 

On July 17, 1974, notice of proposed 
rulemaking regarding loan and purchase 
rates for 1975 crop oats and operating 
provisions to carry out the 1975 crop 
oats loan and purchase program was 
published in the Federal Register *39 
FR 26159). 

Six responses were received from in¬ 
terested individual producers, a farm or¬ 
ganization, and other interested parties. 
These responses included requests rang¬ 
ing from an Increase in price support 
to the elimination of the price support 
program. Recommendation was also re¬ 
ceived to change the loan maturity date 
to the anniversary date of the loan. 

After consideration of all responses, 
it has been determined that loan and 
purchase rates for 1975 crop oats on a 
national average will remain the same 
as in 1974. Support rates at the county 
level reflect adjustments necessary to 
reflect changes in rail freight rate struc¬ 
ture and historical prices received by 
farmers by State and districts. Loans 
will no longer have identical maturity 
dates but will mature 12 months from 
tire first day of the month in which the 
loan is made. Other operating provisions 
for the 1975 crop remain the same as 
those for the 1975 crop. 

The General Regulations Governing 
Thrice Support for 1970 and Subsequent 
Crops, published at 35 FR 7363 and 7781 
and any amendments thereto and the 
1970 and Subsequent Crops Oats Loan 
and Purchase Regulations, published at 
35 FR 8340 and any amendments to such 
regulations are further supplemented for 
the 1975 crop of oats. The material pre¬ 
viously appearing in these ii 1421.270 
through 1421.274 shall remain in full 
force and effect as to the crops to which 
It Is applicable. 

Sec. 

1421.270 Purpos®. 

1421.271 Availability. 

1421272 Maturity of loans. 

1421.273 Loan and purchase rates. 

Authoritt: 8eca. 4 and 5. 62 Stat. 1070, 
as amended (15 UJB.O. 714 b and o); Secs. 106, 
401. 63 Stat. 1051. as amended <7 U SC. 1441 
note. 1421). 

§ 1121.270 Purpose. 

This supplement contains additional 
program provisions which, together with 
the provisions of the General Regulations 


Governing Price Support for the 1970 and 
Subsequent Crops, the 1970 and Subse¬ 
quent Crops Oats Loan and Purchase 
Program Regulations, and any amend¬ 
ments thereto, apply to loans on and pur¬ 
chases of the 1975 crop of oats. 

§ 1421.271 Availability. 

(a> Loans . A producer desiring to par¬ 
ticipate In the program through loons 
must request a loan on his 1975 crop of 
eligible oats on or before March 31. 1976. 

ib) Purchases. Producers desiring to 
offer eligible 1975 crop oats not under 
loan for purchase mast execute and de¬ 
liver to the county ASCS office on or 
before February 28. 1977, a purchase 
agreement iForm CCC-614) indicating 
the approximate quantity of 1975 crop 
oats they will sell to CCC. 

§ 1421.272 Maturity of loan*. 

Loans mature on the lAst day of the 
eleventh calendar month following the 
month in which the loan is disbursed or 
upon such earlier date as CCC may make 
demand for payment. 

§ 1421.273 Loan ami purchase rat*'*. 

<a> Basic loan and purchase rates. 
County loan and purchase rates for oats 
and the schedule of premiums and dis¬ 
counts ' are shown below. The term 
"county** as used in this subpart with 
reference to the State of Alaska shall 
mean “marketing area'*. Marketing areas 
in Alaska shall be the areas established 
under the State small grain incentive 
program. Farm-stored loans w ill be made 
at the basic rate for the county where the 
grain is stored, adjusted only for the 
weed control dtscount where applicable. 
The loan and purchase rate for ware¬ 
house-stored oats loans shall be the basic 
rate for the county where the oats ore 
stored, adjusted by the premiums and 
discounts shown in this section. Notwith¬ 
standing i 1421.23(c) settlement for oats 
delivered from other than approved 
warehouse storage shall be based (1) on 
the basic rate for the county in which the 
producer^ customary delivery point is 
located, and (2) on the quality and 
quantity delivered as shown on the ware¬ 
house receipts and accompanying docu¬ 
ments issued by an approved warehouse 
to which delivery is made, or if appli¬ 
cable, the quality and quantity delivered 
as shown on a form prescribed by CCC 
for this purpose. The basic rate applies 
to oats grading U.S. No. 3. having mois¬ 
ture not in excess of 14 percent. 

Alaiiama 

Rate per 

County bushel 

All counties-30. 65 


Alaska 9 



Rate per 

Rate per 

County 

bushel 

County bushel 

Delta _ 

_$1.01 

Kenal- 

Fairbanks 

_ 100 

Soldotna .. $1.00 

Qlenallcn 

... 1.07 

Palmer ..._1.13 

Homer ... 

.... 1.04 

Talkeetna ... 1.13 


Arizona 

Rate per 

County 


bushel 

All counties...- 



Arkansas 

Rate per 

County bushel 

All counties--$0. 63 

California 

All counties__SO 70 

Colorado 

All counties___$0 61 

Connecticut 

All counties__$0 64 

Delaware 

All counties....._SO.64 

Florida 

All counties____SO. 68 

Georgia 

All counties____SO 65 

Idaho 

All counties_.___$0.60 

Illinois 


Rate per 


County bushel 

Adams ..._$0. 57 

Alexander ... .60 

Bond .. . 58 

Boone__ .57 

Brown _ . 67 

Bureau_ . 67 

Calhoun__ . 58 

Carroll.67 

Co*.57 

Champaign_ . 57 

ChrUttan ... . 67 

Clark.58 

Clay_ . 59 

Clinton ..... .69 

Coles . . 57 

Cook_ .59 

Crawford__ .69 

Cumberland . . 58 

De Kalb_ . 67 

De Witt_ . 57 

Douglas ..... .57 

Du Page__ .67 

Edgar__ . 57 

Edwards.60 

Effingham ... . 68 

Fayette_ . 68 

Ford.57 

Franklin .... .60 

Fulton __ . 57 

Gallatin- .61 

Greene__ . 68 

Grundy_ .67 

Hamilton .... .00 

Hancock __ 57 

Hardin_ .61 

Henderson ... .57 

Henry ..._- .57 

Iroquois__ .57 

Jackson_ • 60 

Jasper ....... .59 

Jefferson_ . 60 

Jersey- .58 

Jo Daviess_ .57 

Johnson_ .60 

Kane ........ .57 

Kankakee ... .67 

Kendall__ .57 

Knox ....... .57 

Lake..68 

La Salle.67 

Lawrence- .59 


Rate per 

County bushel 

Lee —.$0. 57 

Livingston .. . 67 

Logan- .57 

McDonough . . 57 

McHenry .... .57 

McLean_ . 57 

Macon__ , 57 


Macoupin ... . 58 

Madison -_ .59 

Marlon .... . 59 

Marshall_ .57 

Mason_ .57 

Massac __ .60 

Menard ..... .67 

Mercer __ . 67 

Monroe .._ .60 

Montgomery . , 58 

Morgan_ .57 

Moultrie_ . 57 

Ogle .57 

Peoria .57 

Perry _ .00 

Platt.67 

Pike..57 

Pope ........ .61 

Pulaski .... .60 

Putnam ..... .57 

Randolph ... .60 

Richland _ .59 

Rock Island.. .67 

Saint Clair... .60 

Saline __ .61 

Sangamon ... .57 

Schuler.57 

8cott __ . 67 

Shelby_ . 67 

Stork _ .57 

Stephenson_ . 67 

Tazewell .... m . 57 

Union _ .60 

Vermilion ... .67 

Wabash __ .60 

Warren ..... .57 

Washington • .60 

Wayne.60 

White _ ,60 

Whiteside — .57 

Will _- . 58 

Williamson — . 60 

Winnebago — . 57 

Woodford ... .57 


Indiana 


Adams ...... SO. 61 

Allen - .61 

Bartholomew . • 61 

Benton-- .59 

Blackford- . 60 

Boone ..—- .60 

Brown ...... .62 

Carroll ..... .60 


Cass ...-$0.60 

Clark ...... .62 

Clay __ • 60 

Clinton_ .60 

Crawford .... . 62 

Daviess - .62 

Dearborn ... .63 

Decatur ..... .61 
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RULES AND REGULATIONS I28C3 


Indiana —Continued 


Rate per Rate per 


County 

buftftc! 

County bushel 

Do Kalb. 


10 01 

Morgan _ 

90.60 

Delaware 

__ 

.60 

Newton _ 

.59 

Dubois „ 

_ . - - 


Noble - 

.00 

FT)khart . 


.61 

Ohio - 

63 

Payette . 


.60 

Orange .... 

.62 

Floyd —.— 

.62 

Owen __ 

60 

Fountain 


.59 

Parke _ 

.50 

Franklin 


.62 

Perry - 

.62 

Pulton -- 


.60 

Pike _ 

.62 

Olhaon . 


.02 

Porter - 

.60 

Orant .. 


.60 

Posey .. 

62 

Greene . 


.62 

Pulaski . 

.60 

Hamilton 


.60 

Putnam_ 

.60 

Hancock 


.60 

Randolph 

.61 

Harrison 

__ 

.62 

Ripley _ 

.63 

Hendricks 

_ 

.60 

Rush_ 

.00 

Henry .. 

__ 

.60 

Saint Joseph • 

.61 

Howard 


.60 

Scott . 

.63 

Huntington . 

.60 

Shelby ..... 

.00 

Jackson . 


.62 

Spencer__ 

.62 

Jasper .. 


.50 

Starke - 

.00 

Jay_ 


.61 

Steuben _ 

.02 

Jefferson 


.63 

Sullivan _ 

.61 

Jennings 


.63 

Switzerland . 

.63 

Johnson 


.60 

Tippecanoe - 

.60 

Knox 


.62 

Tipton_ 

.60 

Kosciusko 


.60 

Union — 

.61 

Lagrange 


.61 

Vanderburgh . 

.62 

14iIce .... 

mmm m 

.60 

Vermillion 

69 

La Porte. 


.61 

Vigo .. 

.60 

Lawrence 


.62 

Wabash_ 

.00 

ModlMm 

_ 

.60 

Warren ___ 

.60 

Marlon . 

u __ 

.60 

Warrick. 

.62 

Marshall 

mmm 

.60 

Washington * 

02 

Martin_ 

mmmm 

.62 

Wayne__ 

.61 

Miami .. 


.60 

Weils _ 

.60 

Monroe . 

-r mmm 

.62 

White . 

.60 

Montgomery - 

.60 

Whitley .... 

.60 


Iowa 


Adair _ 

10.57 

Humboldt . 

• 0.66 

Adnrns__ 

.57 

Ida _ 

.54 

Allamakee _ 

.64 

Iowa __ 

.57 

Appanoose_ 

.67 

Jackson __ _ 

.67 

Audubon _ _ 

.65 

J ha per_ _ _ 

.65 

Benton__ _ 

.67 

Jefferson _ _ 

.57 

Black Hawk. 

.56 

Johnson_ 

.67 

Boone ...... 

.55 

Jones .. 

.57 

Bremer __ 

.65 

Keokuk _ 

.67 

Buchanan ... 

.66 

Kossuth _ 

.63 

Buena VUta.. 

.55 

Lee_ 

.67 

Butler __ 

.55 

Linn ........ 

.57 

Calhoun — 

.65 

Louisa _ 

.67 

Carroll ....... 

.65 

Lucas ....... 

.67 

Cass __ 

.67 

Lyon _ 

.62 

Cedar __ 

.67 

Madison .... 

67 

Cerro Gordo. 

.64 

Mahaska _ 

.67 

Cherokee __ 

.65 

Marlon __ 

.57 

Chickasaw — 

.56 

Marshall _ 

.65 

Clarke_ _ 

.67 

Mills . 

.57 

Clay —- 

.64 

Mitchell _ 

.53 

Clayton _ 

.56 

Monona _ 

.54 

Clinton__ 

.57 

Monroe_ 

.67 

Crawford .... 

.54 

Montgomery . 

.67 

Dallas _ 

.53 

Muscatine ... 

.57 

Davis . 

.68 

O'Brien . 

.64 

Decatur __ 

.67 

Oeceola _ 

.62 

Delaware __ 

.60 

Page -— 

.67 

Dea Moines.. 

.67 

Palo Alto.... 

.55 

Dickinson ... 

.63 

Plymouth _ 

.53 

Dubuque _ 

.66 

Pocahontas .. 

.55 

Emmet 

.53 

Polk . 

.55 

Fayette __ 

.66 

Pottawat¬ 


Ploj-d ....... 

.54 

tamie ..... 

.57 

Franklin _ 

.56 

Poweshiek ... 

.65 

Fremont .... 

.57 

Ringgold .... 

.67 

Greene ___ 

.66 

Hoc - 

.55 

Qrundy - 

.55 

Scott . 

.67 

Guthrie __ 

.56 

Shelby ...... 

.55 

Hamilton .... 

.65 

Sioux . 

.63 

Hancock_ 

.54 

Story .- 

.66 

Hardin __ 

• 65 

Tama _ 

.55 

Harrison .... 

.55 

Taylor . 

.67 

Henry .. 

.67 

Union _ 

.67 

Howard __ 

.54 

Van Buren _ 

.57 


Iowa—C ontinued 


Rate per Rate per 


County bushel 

County bushel 

Wapello _ 

•0.67 

Winnebago_ 

•0. 53 

Warren . 

.57 

Winneshiek _ 

.64 

Washington - 

.57 

Woodbury ... 

. 53 

Wayne . 

.67 

Worth . 

.53 

Webster_ 

.55 

Wright. 

.55 


Kansas 


Allen_ 

•0 GO 

Linn ___ 

•0.60 

Anderson ... 

.60 

Logan_ 

.61 

Atchison .... 

.60 

Lyon_ 

.60 

Barber __ 

.63 

McPherson .. 

.61 

Barton . 

.01 

Marlon_ 

.61 

Bourbon .... 

.61 

Marshall _ 

.50 

Brown __ 

.59 

Meade _ 

63 

Butler - 

.62 

Miami _ 

.60 

Chase_ 

.01 

Mitchell_ 

.59 

Chautauqua . 

.62 

Montgomery _ 

.62 

Cherokee_ 

.02 

Morris__ 

.60 

Cheyenne__ 

.CO 

Morton - 

.63 

Clark- 

. 63 

Nemaha_ 

.59 

Clay_ 

.69 

Neosho _-^.- 

.61 

Cloud ___ 

.59 

Ness_ 

.01 

CofTcy__ 

.00 

Norton- 

.69 

Coman c ho — 

.03 

Osage-- 

.60 

Cowley __ 

.62 

Osborne . 

.59 

Crawford ... 

.61 

Ottawa__ 

59 

Decatur __ 

.60 

Pawnee _ 

.61 

Dickinson_ 

60 

Phillips_ 

58 

Doniphan_ 

.00 

Potta¬ 


Douglas __ 

.60 

watomie _ 

.69 

Bd wards __ 

.61 

Pratt —_ 

. 62 

Hi _ 

.61 

Raw Una_ 

.60 

»iu . 

.60 

R«uo __ 

.61 

Ellsworth ... 

.60 

Rep\ib lie_ 

.58 

Plnney- 

.62 

Rice_ 

.61 

Ford_ 

.62 

RUey _ 

.59 

Franklin_ 

.60 

Rooks . 

.59 

Geary ___ 

.60 

Rush _ 

.61 

Gove ........ 

.61 

Russell_ 

. 00 

Graham _ 

,60 

Saline. 

.60 

Orant_ 

.62 

Scott _ 

.01 

Gray ...._ 

.62 

Sedgwick ... 

.62 

Greeley _ 

.61 

Seward_ 

.63 

Greenwood _ 

.01 

SI law nee- 

.60 

Hamilton_ 

.62 

Sheridan- 

.60 

Harper _ 

.63 

Sherman _ 

.60 

Harvey. 

.61 

Smith_ 

.58 

Haskell_ 

.62 

Stafford_ 

.61 

Hodgeman .. 

.61 

Stanton __ 

.02 

Jackson_ 

.00 

Stevens . 

.63 

Jefferson_ 

.60 

Sumner_ 

.63 

Jewell___ 

.68 

Thomas_ 

.60 

Johnson_ 

.01 

Trego-— 

.60 

Kearny _ 

.62 

Wabaunsee_ 

.60 

Kingman .... 

.62 

Wallace_ 

.61 

Kiowa_ 

.62 

Washington - 

.58 

Labetto _ 

.62 

Wichita_ 

.61 

Lane___ 

.01 

Wilson__ 

.81 

Leavenworth . 

.61 

Woodson__ 

.60 

Lincoln_— 

.50 

Wyandotte_ 

.61 


Kentucky 




Rate per 


County bushel 


All 

counties_ *. ....... 

... 60.65 

Louisiana 


All 

parishes.. ____ 

-- 60.65 

Maine 


All 

counties__......_... 

_ 60.64 

Maryland 


All 

counties_ __ _ 

. .. #0.65 

Massachusetts 


All 

counties___ 

... 60.04 


MICHIGAN 



Rate per 

Rate per 


County bushel County bushel 


Alcona . 

60.58 

Barry_- 

60.60 

Alger t - _ 

. 69 

Bay. . 

. 68 

Allegan - 

.00 

Benzie _ 

.69 

Alpena - _ _ 

.68 

Berrien _ _ 

.60 

Antrim . 

.50 

Branch . 

.81 

Arenac_ 

.58 

Calhoun _ 

.CO 

Baraga _ 

.58 

Cass _ 

.60 


Michigan—C ontinued 


Rate per Rate per 


County bushel 

County bush el 

Charlevoix — 

•0 69 

Mackinac — 

60.59 

Cheboygan_ 

.59 

Macomb .... 

.59 

Chippewa_ 

.69 

Manistee 

.60 

Clare ..... 

.59 

Marquette 

. 58 

Clinton ..... 

.59 

Mason_ 

.CO 

Crawford _ 

.68 

litootu_ 

.50 

Delta _ 

.68 

Menominee . 

.58 

Dickinson_ 

.58 

Midland .... 

.68 

Eaton —... 

.£0 

Missaukee_ 

.50 

Emmet_... 

.50 

Monroe _ 

.61 

Genesee- 

.58 

Montcalm ... 

59 

Gladwin - 

.58 

Montmorency 

.53 

Gogebic . 

.58 

Muskegon_ 

.00 

Grand 


Newaygo .... 

.60 

Traverse ... 

.59 

Oakland _ 

.69 

Gratiot _ 

.50 

Oceana __ 

-CO 

Hillsdale_ 

.61 

Ogemaw- 

.58 

Houghton ... 

.58 

Ontonagon _ 

.58 

Huron_ 

.66 

Osceola __ 

.59 

Ingham . ,, 

.59 

Oscoda ..... 

.58 

Ionia - 

.59 

Otsego - 

.59 

Iosco _ 

.58 

Ottawa__ 

. CO 

Iron - 

.58 

Prenque Isle . 

.58 

Isabella . 

.59 

Roscommou • 

.69 

Jackson _ 

.60 

Saginaw__ 

.68 

Kalamazoo_ 

.60 

Saint Clair .. 

.39 

Kalkaska_ 

.58 

Saint Joseph. 

.60 

Kent .. 

.60 

Sanilac . 

.58 

Keweenaw_ 

.58 

Schoolcraft -_ 

.53 

Lake _ ... 

.00 

Shiawassee .. 

.68 

Lapeer_ 

.58 

Tuscola _ 

.59 

Lee Ur. nu 

.59 

Van Buren. — 

.60 

Lenawee_ 

.61 

Washtenaw_ 

.60 

Livingston .. 

.59 

Wayne r __ 

.00 

Luce . _ 

.59 

Wexford. 

.60 


MlNNKAOrTA 


Aitkin _ 

60.52 

Marshall __ 

60.46 

Anoka _ 

.64 

Martin _ 

.51 

Beekcr _ - 

.48 

Meeker _ 

.53 

Beltrami .... 

.48 

Mllle Lacs_ 

.52 

Benton_ 

.52 

Morrison_ 

.61 

Big Stone- 

.49 

Mower_.... 

.52 

Blue Earth_ 

.52 

Murray 

,60 

Brown . 

.51 

Nicollet_ 

.52 

Carlton__ 

.54 

Nobles_ 

.50 

Carver _ 

.53 

Norman_ 

.46 

Cos* _ . 

.50 

Olmsted _ 

.52 

Chippewa ... 

.50 

Otter Toil ... 

.49 

Chisago ..... 

.54 

Pennington .. 

.40 

Clay _ 

.47 

Pine . 

.53 

Clearwater .. 

.48 

Pipestone_ 

.50 

Cook. 

.54 

Polk ... 

. 40 

Cottonwood . 

.61 

Pope_ 

.50 

Crow Wing .. 

.61 

Ramsey _ 

.54 

Dakota__ 

.53 

Red Lake_ 

.45 

Dodge .. 

.52 

Redwood_ 

.51 

Douglas_ 

.50 

Renville .... 

.51 

Fhrlbault __ 

.52 

Rice .. 

.62 

Fillmore __ 

.53 

Rock_ 

.50 

Freeborn .... 

.53 

Roseau_ 

.40 

Goodhue_ 

.52 

Saint Louis... 

.54 

Grant___ 

.49 

Scott . 

.63 

Hennepin_ 

.54 

Sherburne ... 

.63 

Houston .... 

.53 

Sibley.- 

.62 

Hubbard .... 

.49 

Stearns _ 

.51 

Isanti_ 

.53 

Steele_ 

.52 

Itasca __ 

.52 

Stevens _ 

.40 

Jackson ..... 

.51 

Swift _ 

.50 

Kanabac__ 

.53 

Todd. 

.50 

Kandiyohi 

.61 

Traverse__ 

.48 

Kittson . 

.45 

Wabasha .... 

.52 

Koochiching . 

.49 

Wadena. 

.50 

Uc Qul Parle. 

.50 

Waseca __ 

.52 

Lako_ 

.54 

Washington . 

.54 

Lake of the 


Watonwan 

.51 

Woods _ 

.47 

Wilkin_ 

.48 

Le Sueur .... 

.52 

Winona _ 

.53 

Lincoln . 

.50 

Wright. 

.53 

Lyon __— 

.50 

Yellow 


McLeod_ 

.62 

Medicine .. 

.50 

Mahnomen .. 

.47 




Mississippi 

All counties___$0.65 
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RULES ANO REGULATIONS 


Missouri 


County 
All counties. 


Role per 
bushel 

... 0.01 


Montana 


Kafr per 

Rate per 

County bushel 

County bushel 

Beaverhead .. 

#0. 57 

Madison- 

#0.55 

Big Horn. 

.51 

Meagher_ 

.62 

Jltslne _ . 

.47 

Mineral_ 

57 

Broadwater_ 

.53 

MUsouIa _ 

.66 

Carbon_ 

.52 

Musselshell_ 

.60 

Carter _ 

.47 

Park.. 

.54 

Cascade 

.53 

Petroleum_ 

48 

Chouteau .... 

.49 

Phillips . 

.47 

C-ster_ 

.47 

Pondera . ___ 

.51 

Daniels- 

.45 

Powder River, 

49 

Dawnon- 

.44 

Powell_ 

.55 

Derr lAHlge- — 

.55 

Prairie __ 

.46 

Fallon. 

.45 

Ravalli_ 

.66 

Fergus ....... 

.49 

Richland_ 

.44 

Fiat head .... 

.55 

Roosevelt_ 

.44 

Gallatin. 

.54 

Rosebud__ 

.49 

Garfield_ 

.47 

Sanders_ 

.57 

Oltckr. 

.62 

Sheridan ... 

.44 

Golden Valley. 

.51 

Silver Bow_ 

65 

< r.mite_... 

. 66 

Stillwater 

.52 

Hill _ 

48 

Sweet Grass.. 

S3 

JrrTeraon - 

.64 

Teton . 

.61 

Judith Banin. 

.60 

Toole_.... 

.60 

JitiJif ........ 

.56 

Treasure _ 

.60 

Lewis and 


Valley- 

.46 

Clark - 

.64 

Wheatland ... 

.52 

liberty.. 

49 

Wtbeaux . 

.44 

Lincoln_ 

.57 

Yellowstone .. 

.62 

McCone_... 

45 




Nesra&ka 


Adams- 

#0.66 

Jefferson. 

•0.57 

Am elope .... 

.63 

Johnson ..... 

.58 

Arthur_ 

.64 

Kearney _ 

.56 

Banner_ 

.64 

Keith_ 

.55 

Blaine ..— . 

53 

Keya Paha ... 

.61 

Boone ....... 

.54 

Kimball. 

.55 

Box Butte.... 

.63 

Knox___ 

.62 

Boyd_— 

.61 

Lancaster .... 

.67 

Brown -- 

.62 

Lincoln_ 

.65 

Bufldo- 

.65 

Logan ....... 

.54 

Burt . 

.65 

Loup.. 

.63 

Builer_.... 

.60 

McPherson ... 

.54 


.57 

Madison_ 

.54 

Cedar _ 

.63 

Merrick. 

.54 

Cho.se .....— 

.67 

MorriU- 

.54 

Cherry ------ 

.62 

Nance_ 

.54 

Cheyenne .... 

66 

Nemaha. 

58 

Clay - 

.56 

Nuckolls__ 

.57 

Cot fax 

. 56 

Otoe _ 

.57 

Cuming ..... 

.55 

Pawnee. 

. 68 

Custer __ 

.64 

Perkins _ 

.66 

Dakota. 

55 

Phelps .. 

.56 

Dawes__ 

.63 

Pierce. 

.63 

Daw«on- 

.65 

Platte_ 

64 

Deuel . 

.55 

Polk. 

.56 

Dixon - 

.64 

Red Willow... 

.67 

Dodge ....... 

.50 

Richardson .. 

.58 

Douglas ..... 

.57 

Rock_ 

.52 

Pui ,dy 

. 58 

gftUne ....... 

.87 

Fillmore. 

.66 

s*n>r . 

.67 

Franklin_ 

.67 

Saunders .... 

.67 

Frontier. 

.66 

8cotts Bluff... 

.54 

Furnas.. 

.57 

Seward.. 

.66 

Gage. 

.58 

Sheridan_ 

.63 

Garden.- 

.54 

Sherman .... 

.64 

Garfield. 

.63 

Sioux . 

.53 

Gosper. 

.58 

Stanton _ 

.54 

Grant_ 

.53 

Thayer- 

.57 

Greeley. 

. 54 

Thomas_ 

.63 

Hall- 

.55 

Thurston .... 

.56 

Hamilton .... 

.65 

Valley_ 

.64 

Harlan . 

.57 

Washington . 

.50 

Hayes_ 

.57 

Wayne_ 

.54 

Hitchcock__ 

.58 

Webster- 

.67 

Holt. 

.52 

Wheeler. 

.63 

Hooker_ 

.53 

York .. 

.65 

Howard. 

.54 




Nevada 

Role per 

Couni v bushel 

All counties-......._... . #0.70 

New Hammhiii 

All counties _...._#0.64 

New Jersey 

All counties______ #0.63 

New Mexico 

All counties-#0. 68 

New York 

All counties____*_#0 66 

North Carolina 

All counties............_........ 10.65 

North Dakota 


Rate per 

County bushel 


Rate per 

Count v bushel 


Adams . 

#0.44 

McKenzie .... 

Barnes _ 

.46 

McLean _ 

Benson_ 

.43 

Mercer_ 

Billings _ 

.42 

Morton. 

Bottineau ... 

.41 

Mountrail_ 

Bowman__ 

.44 

Nelson _ 

Burke 

.4! 

Oliver. 

Burleigh .... 

.43 

Pembina .... 

Case _ 

.46 

Pierce . 

Cavalier. 

.44 

Ramsey . 

Dickey . 

.45 

Ransom_ 

Divide . 

.42 

Renville. 

Dunn . 

.41 

Richland_ 

Eddy_ 

.44 

Rolette__ 

Emmons .... 

.44 

Sargent . 

Footer. 

.44 

Sheridan__ 

Golden 


Sioux - 

Valley. 

.42 

Slope .. 

Grand Forks. 

.45 

Stark ...._ 

Grant. 

.43 

Steele. 

Griggs. 

.44 

Stutsman ... 

Hettinger .... 

.42 

Towner.. 

Kidder.. 

.44 

Traill . 

La Moure_ 

.45 

Walsh ... 

Logan ...... 

. 44 

Ward_ 

McHenry .... 

.41 

Wells_ 

Me Intoah_ 

.44 

Williams_ 


Onto 

Adams ...... 

#0.65 

Henry__ 

Allen. 

.63 

Highland_ 

Ashland__ 

.64 

Hocking_ 

Ashtabula_ 

.60 

Holmes- 

Athens. 

.60 

Huron. 

Auglaize ..... 

.63 

Jackson . 

Belmont ..... 

.67 

Jefferson .... 

Brown.. 

.65 

Knox _ 

Butler. 

.63 

Lake_ 

Carroll. 

.60 

Lawrence .... 

Champaign .. 

.64 

Licking ...... 

Clark _ 

.64 

Logan _ 

Clermont .... 

.65 

Lorain_ 

Clinton. 

.65 

Lucas. 

Columbiana . 

.66 

Madison. 

Coshocton_ 

.65 

Mahoning ... 

Crawford_ 

.04 

Marlon. 

Cuyahoga .... 

.65 

Medina_ 

Darke - 

.02 

Meigs - 

Defiance. 

.63 

Mercer .. 

Delaware_ 

.64 

Miami ___ 

Erie_ 

.64 

Monroe_ 

Fairfield. 

.64 

Montgomery - 

Payette . 

.64 

Morgan ...... 

Franklin_ 

.64 

Morrow _ 

Fulton . 

.03 

Muskingum .. 

Gallia_ 

m 

Noble. 

Geauga__ 

.65 

Ottawa_ 

Greene -- 

.64 

Paulding .... 

Guernsey __ 

.06 

Perry.- 

Hamilton .... 

.04 

Pickaway .... 

Hancock- 

.63 

Pike. 

Hardin. 

.03 

Portage_ 

Harrison ..... 

.66 

Preble. 


.41 

.41 

.42 


.42 


.42 

.44 

.46 


.63 

.67 

.63 

.66 

.64 

.65 

.60 

.64 

.62 

.65 

.64 

.65 

.65 

.62 


Ohio —Continued 



Rate per 

Rate per 

County 

bushel 

County bushel 

Putnam . 

.63 

Tuscarawas .. 

.65 

Richland 

. 64 

Union_ 

.64 

Ross __ 

.65 

Van Wert_ 

.62 

Sandusky 

_ .64 

Vinton. 

65 

Scioto_ 

_ .66 

Warren .. 

. 64 

Seneca . _ 


Washington .. 

.07 

Slid by .. 


Wayne _ 

.65 

Stark .... 

_ .05 

Williams _ 

,03 

8ummlt _ 

- .65 

Wood. 

.03 

Trumbull 

_ .60 

Wyandot .... 

.64 


Oklahoma 




Rate per 


Countp 

All counties_____ 

Oregon 

All counties.____ 

Pennsylvania 

All counties__•._ 

Rhode Island 

All counties______ 

Bourn Carolina 

All counties_......_ 


bushel 

... #0 65 

... #0 66 

_#0 66 

.... #0 64 

--#0 65 


South Dakota 


County 


Rate per 
bushel 


Rate per 
County bushel 


.41 

Aurora - 

#0.48 

Jackson . 

#0.47 

.47 

Beadle. 

.48 

Jerauld . 

.48 

.42 

Bennett. 

.48 

Jones . 

.47 

.40 

Bon Homme. 

.50 

Kingsbury . _ 

48 

.42 

Brookings_ 

.49 

lake . 

.48 

.43 

Brown -- 

.46 

Lawrence 

.46 

.43 

Brule_ 

.48 

Uncoln . 

.61 

.41 

Buffalo _ 

.48 

Lyman . 

47 

. 45 

Butte . 

.46 

McCook .... 

.40 

. 46 

Campbell ... 

.46 

McPherson 

.45 

• 43 

Charles Mix.. 

.49 

Marshall _ 

.46 

.45 

Clark . 

.47 

Meade . 

.46 

.46 

Clay_ 

.62 

Mellette ... 

.48 

.41 

Codington .. 

.48 

Miner . 

48 

.43 

Corson . 

.45 

Minnehaha .. 

.60 

.42 

Custer .. 

.49 

Moody_ 

.49 


Davison_ 

.48 

Pennington . 

.47 


'Dav . 

.47 

Perkins . 

.45 

#0.63 

Deuel ....... 

.49 

Potter_ 

.46 

.66 

Dewey _ 

.46 

Roberts . 

47 

.65 

Douglas . 

.40 

Sanborn .... 

48 

.65 

Edmunds _ 

.46 

Shannon .... 

.49 

.04 

Fall River... 

.49 

Spink . 

.47 

.65 

Faulk . 

.46 

Stanley_ 

.47 

.67 

Grant _ 

.49 

Sully .. 

.47 

.64 

Gregory ..... 

.48 

Todd _ 

.48 

.05 

Haakon _ 

.47 

Tripp- 

48 

.65 

Hamlin __ 

.48 

Turner ..._ 

.61 

.84 

Hand .. 

.47 

Union . 

.52 

.04 

Hanson - 

.48 

Walworth ... 

40 

.65 

Harding .... 

.46 

Woahabaugh . 

.46 

.63 

Hughes _ 

.47 

Yankton_ 

.61 

.64 

Hutchinson . 

.50 

Ziebach _ 

. 46 

.66 

Hyde. 

.47 



.64 





.65 


Tknni 



.66 



Rate per 

.61 

County 


bushel 


All counties_____ #0 65 

Texas 

All counties_#0. 70 

Utah 

All counties........___#0.68 

Vermont 

All counties_...... #0.64 

Virginia 

All counties_ #0.05 
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Washington 

Raff* p<T 

County bushel 

All counties_...__ ..... $0 02 

West Virginia 
All counties.. $0. 05 


Wisconsin 


Rate per 

Rate per 

County 

bushel 

County bushel 

Adams - 

30.57 

Marathon ... 

$ 0 . 57 

AshUnd —- 

.. .67 

Marinette ... 

.68 

Barron ... 

.. .65 

Marquette — 

.67 

Bayfield --- 

.68 

Menominee -- 

.57 

Brown .... 

.. .66 

Milwaukee -. 

.59 

Buffalo ... 

.. .54 

Monroe ..... 

50 

Burnett 

.. .64 

Oconto - 

.67 

Calumet -- 

.. .60 

Oneida _ 

.58 

Cliippowa - 

__ .66 

Outagamie 

.50 

Clark . 

.56 

Ozaukee _ 

• -8 

Columbia . 

.. .50 

Pepin- 

.54 

Crawford - 

_ .57 

Pierce - 

.54 

Dane . 

.68 

Polk . 

.54 

Dodge - 

.. .57 

Portage - 

.57 

Door !- -P6 

Price -- 

.57 

Douglas- 

.54 

Racine .... 

60 

Dunn . 

.. .65 

Richland — 

.50 

Eau Claire - 

.. .55 

Rock . 

.58 

Florence_ 

.58 

Rusk - 

.60 

Fond du Lac 

.. .60 

Saint Croix 

.54 

Forest .... 

.58 

Sauk . 

.68 

Grant - 

.. .67 

Sawyer . 

.56 

Green - 

.. ,58 

Shawano 

57 

Green Lake 

.. .57 

Sheboygan 

.57 

Iowa - 

68 

Taylor 

•.67 

Iron _ 

.. . 58 

Trempealeua - 

65 

Jackson ... 

.60 

Vernon - 

.55 

Jefferson _ 

.. .58 

Vilas . 

58 

Juneau ... 

i 

3 

Walworth 

58 

Kenosha .. 

.. .60 

Washburn - - 

55 

Kvwaunee 

.. .60 

Washington 

58 

Lacrosse .. 

.. .55 

Waukesha ... 

.59 

Lafayette - 

.. .58 

Waupaca .— 

.67 

Langlade — 

.67 

Waushara 

.67 

Lincoln 

— .57 

Winnebago - 

.50 

Manitowoc 

„ .56 

Wood 

.57 


Wyoming 


All counties-- $0 69 

(b) Premiums and discount* 


Cmtt per 
bushel 


Premiums : 1 

Grade U S. No I.. 2 

Oracle U-S. No. 2- l 

Teat weight: 

Heavy. 1 

Extra heavy--- 2 


"Premiums shall not be applicable to 
“badly atatued or materially weathered'’ oats. 


Discounts: 

Grade UJB. No. 4 on the factor of test 
wolght only but otherwise US. No. 

3 or better -----— 3 

Grade US. No. 4 because of bring 
"badly stained or materially 

weathered” .......--—- 7 

Garlicky -- 3 

Weed control discount (where re¬ 
quired by | 1421.25)-- 10 


Other factors. Amounts determined by 
CCC to represent discounts for quality 
factors not specified above which affect 
the value of the oats, such as (but not 
Tmited to) low test weight, foreign ma¬ 
terial, heat damage, percent of sound 
cultivated oats, wild oats, moisture, sour, 
stones, musty, ergoty. weevtJy, smutty, 
and bleached. Such discounts will be es¬ 
tablished not later than the time delivery 
of oats to CCC begins and will thereafter 
be adjusted from time to time os CCC 
determines appropriate to refiect-changes 
in market conditions. Producers may ob- 
taJn schedules of such factors and dis¬ 
counts at county ASCS offices approxi¬ 
mately 1 month prior to the loan ma- 
turity'dnte. 

Effective Date. March 21,1975 

Signed at Washington. D.C., on March 
17. 1976. 

Olenn A. Weir, 

Acting Executive Vice President. 

Commodity Credit Corporation . 

|FR Doc.75 7459 FUcd 3-20-76:8 45 am) 
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proposed rules 


This section of the FEDERAL REGISTER contains notice! to the public of the proposed Issuance of rules and regulations. The purpose of 
these notices is to give interested persons an opportunity to participate in the rule making prior to the adoption of tha final rules. 


DEPARTMENT OF THE INTERIOR 

National Park Service 
[ 36 CFR Part 7 ] 

YOSEMITE NATIONAL PARK, CALIF. 

Camping Requirements 

Notice is hereby given that pursuant to 
the authority contained in section 3 of 
the Act of August 25. 1916 (39 Stat. 535 
<16 UB.C. 3)). as amended, and the 
Act of June 2, 1920 (41 Stat. 732 
< 16 UJ3.C. 61)), as amended. National 
Park Service Order 77 (38 FR 7478). as 
amended. Regional Director, Western 
Region Order No. 7 (37 FR 6328), it Is 
proposed to change I 7.16 of Title 36 of 
the Code of Federal Regulations. 

The purpose of this amendment is to 
Introduce a new regulation for Yosemlte 
National Park. The result should be bet¬ 
ter safeguarding of foods from wildlife 
In the Park’s campgrounds, particularly 
from the American black bear. 

It is the policy of the Department of 
the Interior, whenever practicable, to 
afford the public an opportunity to par¬ 
ticipate in the rulemaking process. Ac¬ 
cordingly, interested persons may submit 
written comments, suggestions, or ob¬ 
jections on this proposal to the Super¬ 
intendent, Yosemite National Park. P.O. 
Box 577. Yosemite National Park, Calif. 
95389, on or before April 21.1975. 

Paragraph (e) of I 7.16 is amended 
with the addition of subparagraph (3) as 
follows: 

§ 7.16 Yoftcmitr Nntionul Park. 

(e) Camping.—* * * 

(3) All food or .similar organic mate¬ 
rial, must be kept completely sealed in 
a vehicle or camping unit that is con¬ 
structed of solid, nonpliable material, or 
must be suspended at least 10 feet above 
the ground and 4 feet horizontally from 
any post or tree trunk. This restriction 
docs not apply to food that is being eaten 
or is being prepared for eating. 

Leslie P. Arkberger, 

Superintendent. 

Yosemite National Park . 

[FR Doc.75-7424 Filed 3-20-75;8:45 am] 


DEPARTMENT OF AGRICULTURE 
Food and Nutrition Service 
[7 CFR Parts 271,273] 

[Arndt. No. 571 
FOOD STAMP PROGRAM 
Proposed Rulemaking 

Pursuant to the authority contained in 
the Food 8tamp Act of 1964. as amended 
(78 Stat. 703, as amended: (7 U.S.C. 2011- 


2020 >), notice Is hereby given that the 
Food and Nutrition Service. Department 
of Agriculture intends to revise its regula¬ 
tions governing the operation of the Food 
Stamp Program for the purpose of im¬ 
plementing the reporting requirements 
of Pub. L. 93-347 which amended section 
15(b) of the Food Stamp Act to read 
as follows: 

(b) Tha Secretary lit authorized to pay to 
each State agency an amount equal to 50 
peroentum of all administrative coats, in¬ 
cluding. but not limited to. the cost of (1) 
the certification of household*; (2) the ac¬ 
ceptance, storage, and protection of ooupana 
after their delivery to receiving points within 
the Staten; (3) the issuance of such coupon* 
to eligible households; (4) the outreach and 
fair hearing requirements of section 10 of 
till* Act; and (5) the control and accounting 
of coupons: Provided. That each State ahull, 
from time to time at the request of the 
Secretary, report to the Secretary on the 
effectiveness of Its administration of the 
program and no ouch payment shall be 
made to any State unices the Secretary is 
satisfied pursuant to regulation* which he 
ahull bmso that an adequate number of 
qualified personnel are employed by the 
Stale In the program to administer the pro¬ 
gram efficiently and effectively. 

< Regulations implementing 50 per¬ 
cent payment of States* administrative 
costs were published in the Federal Reg¬ 
ister on December 17. 1974: 39 FR 
43692.) 

The legislative history of Pub. L. 93- 
347 indicates the requirement that States 
report on the effectiveness of their ad¬ 
ministration of the Food Stomp Program 
was added to assure that the States em¬ 
ploy an adequate staff to handle the pro¬ 
gram and to strengthen the administra¬ 
tion of the program. Achievement of this 
second purpose was considered to be par¬ 
ticularly important because of the 
amount of Federal money provided to the 
States through the Food Stamp Program. 
Because of this legislative history the 
“adequate number of qualified person¬ 
nel” language in Pub. L. 93-347 is not to 
be narrowly Interpreted. The number of 
personnel required is directly related to 
other program requirements and should 
not provide an absolute measurement 
which would guarantee payment to a 
State where serious deficiencies other 
than number of qualified employees im¬ 
peril prudent administration. 

Therefore, in order to implement the 
Intent of Congress in amending the Food 
Stamp Act and to permit the Secretary to 
make the required determination of the 
efficiency and effectiveness of each 
State's administration of the program in 
an appropriate manner, this section es¬ 
tablishes requirements for the reporting 
of uniform data on the entire administra¬ 


tion of the program as well as the condi¬ 
tions for continued funding by FNS. 

State agencies will be required to con¬ 
tinue the quality control review proce¬ 
dures In accordance with FNS instruc¬ 
tions and. In addition, to perform annual 
reviews of State level program manage¬ 
ment and operations and of project level 
operations for project areas with a bonus 
issuance of $500,000 or more a month. All 
other project areas must be reviewed 
once every two years. 

On a semi-annual basis. State agencies 
will be required to report to FNS on the 
findings of their semi-annual quality 
control reviews and those reviews of 
State and project level management and 
operations performed during the preced¬ 
ing semi-annual period. Such report shall 
include corrective action plans for resolv¬ 
ing deficiencies noted during the reviews 
and status reports on pending corrective 
action plans. Because quality con¬ 
trol Is a vital part of this system the 
regulatory language lias been moved from 
an earlier section of the regulations to 
this section. 

In recognition of the States' need for 
a reasonable period of time in which to 
secure the fimds and staff necessary to 
assume their responsibilities under Sec¬ 
tion 275.10, FNS will assist State agencies 
In the data collection responsibilities 
from July 1, 1975 until January 1. 1976. 

FNS will submit to each State agency 
by July 1, 1975. a profile summarizing 
program deficiencies which will be de¬ 
veloped from information available to 
FNS. Within 120 days of receipt of the 
profile, the State agency must submit a 
corrective action plan covering the find¬ 
ings contained in the profile and the 
quality control findings for the period 
January-June 1975. 

During the period July 1 to Decem¬ 
ber 31. 1975. FNS will develop and test 
procedures for reviewing State and proj¬ 
ect area level management and opera¬ 
tions. The results of such reviews will be 
transmitted to the State agency on or 
before March 1, 1976. This information 
and the quality control findings for the 
period July-December 1975 will provide 
tiie basis for the second corrective action 
plan which will be due May 1. 1976. Be¬ 
ginning January 1,1976, the State agency 
will assume total responsibility for data 
gathering and reporting. 

Pub. L. 93-347 provides that payment 
shall be made to a State for the Federal 
share of its administrative costs to the 
extent that it is administering the pro¬ 
gram efficiently and effectively. Accord¬ 
ingly. FNS will take action to suspend 
all or a portion of the State agency’s 
letter of credit if the 8tate fails to sub¬ 
mit the reports required by the system 
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on a timely basis. In addition, if FNS 
determines that the State has knowingly 
submitted an incorrect report on its op¬ 
erations. failed to implement its correc¬ 
tive action plan, or substantially failed 
to comply with Food Stamp Regulations. 
FNS will take action to either suspend 
or cancel all or a portion of the State 
agency's letter of credit. However, the 
emphasis throughout the proposed regu¬ 
lations Is to encourage State improve¬ 
ment rather than to penalize States by 
stopping administrative funds. Therefore, 
in determining the extent to which a 
State meets the standards for proper 
administration established in current 
regulations and instructions, FNS will 
Judge a State primarily on the effective¬ 
ness and timeliness of its actions to dis¬ 
cover and correct deficiencies. 

Interested persons may submit written 
comments, suggestions, or objections re¬ 
garding the proposed changes to P. 
Royal Shipp. Director. Food Stamp Divi¬ 
sion, Food and Nutrition Service, VS. 
Department of Agriculture. Washington. 
D.C., 20250. In order to be sure of con¬ 
sideration. all submissions must be re¬ 
ceived no later than April 21, 1975. Ail 
comments, suggestions or objections re¬ 
ceived by April 21. 1975 will be consid¬ 
ered before the final regulations are 
issued. 

Comments, suggestions, or objections 
will be open to public inspection pur¬ 
suant to 7 CFR 1.27(b) at the Office of 
the Director during regular business 
hours <8:30 am.-5 pm.) . 

Parts 271 and 275 of Chapter n of 
Title 7 of the Code of Federal Regula¬ 
tions are amended as follows: 

PART 271—PARTICIPATION Of STATE 
AGENCIES AND ELIGIBLE HOUSEHOLDS 

1. In Section 271.1. paragraph (h) is 
amended to read as follows: 

§271.1 Onfrnl Terms and Condition* 
for State Agenrie*. 

• 9 • • • 

(hi Administrative financing. Except 
as provided in § 271.2, each State 
agency shall finance or cause to be fi¬ 
nanced. from funds available to the 
State or political subdivisions thereof, 
the costs of carrying out the adminis¬ 
trative responsibilities assigned to it 
under the provLsions of this subchapter, 
including providing adequate qualified 
staff and facilities to process applicant 
households within 30 days of receipt of 
an affidavit or an Application for Par¬ 
ticipation and to carry out in an efficient 
and effective manner other administra¬ 
tive tasks required by this subchaptcr. 

• • • • % • 

§ 271 • I [ Amended ] 

2. Section 271.4 is amended by delet¬ 
ing paragraph (a)(5) and renumbering 
paragraphs (a)(6) through (a)<8) as 
paragraphs (a)(5) through (a)(7), re¬ 
spectively. 


PART 275—PAYMENT OF CERTAIN AD¬ 
MINISTRATIVE COSTS OF STATE AGEN¬ 
CIES 

3. Section 275.10 is revised to read as 
follows: 


§ 275.10 Monitoring and Reporting Pro¬ 
gram Performance. 

(a) Purpose. Under the Food Stamp 
Act. the State agency is responsible for 
the effective administration of the pro¬ 
gram and for reporting on such ad¬ 
ministration to the Department. The 
Food Stamp Act assigns to the Depart¬ 
ment the responsibility for ensuring that 
the State’s administration is effective 
and efficient prior to continuing the pay¬ 
ment of funds for costs incurred in the 
administration of the program. Effec¬ 
tive and efficient administration of the 
program means administration by the 
State agency of its program responsibili¬ 
ties In a manner which substantially 
complies with the Food Stamp Act, this 
subchapter. FNS Instructions and the 
State Agency's Plan of Operation. To 
enable the accomplishment of these 
mandate#, this section: (1) Requires 
that each State agency have a system 
for monitoring and improving its ad¬ 
ministration of the program, (2) estab¬ 
lishes requirements for reports which 
FNS will use in determining the extent 
to which a State meets the standards for 
proper administration established In this 
subchapter and in FNS instructions In 
order to continue Federal payments for 
administrative costs, and (3) sets forth 
conditions under which FNS*will sus¬ 
pend or cancel such payments. 

<b> Definitions. “Annual” means the 
12-month period from January 1 
through December 31. 

“Biennial” means the 24-month 
period from January 1 of an even-num¬ 
bered year through December 31 of the 
following year. 

*'Project area” means the political 
subdivision within a State which has 
been approved for participation in the 
program by the Department. However, 
for the review and reporting purposes 
of this section, the State agency may. 
with FNS approval, establish a different 
administrative unit as its project area. 

“Semi-annual” means the six-month 
period either from January 1 through 
June 30 or July 1 through December 31. 

(c> State responsibilities for monitor¬ 
ing and improving program perform¬ 
ance. The State agency shall provide for 
a continuing system of data collection, 
evaluation and action which will allow 
for a determination of the efficiency and 
effectiveness of program administration 
and Improvement in program operations. 
To ensure the successful operation of 
such system, the State agency shall 
designate a person to coordinate these 
activities. The State agency shall sub¬ 
mit to FNS for approval an amendment 
to the State Plan of Operation contain¬ 
ing the name and title of the person so 
designated. Further the State shall pro¬ 
vide adequate staff to keep the program 
review process current within established 
reporting dates and at a level of 
quality which ensures valid findings, 
adequate program analysis and effective 
corrective action. The components of the 
State agency's system shall be: 

(1) Data collection through the fol¬ 
lowing: (1) A quality control system (a 
method of continuing review on a sam¬ 
pling basis) to validate the accuracy of 


determinations of program eligibility 
and determine the extent to which house¬ 
holds are paying the proper purchase 
requirements and receiving the coupon 
allotments to which they are entitled. 
The State agency's system of quality 
control shall be implemented through: 

(A) Application of sampling method# 
prescribed by FNS; 

iB> Use of FNS-prescrlbed schedules 
and instructions or schedules which pro¬ 
vide for identical information; and 

(C) Field investigations Including 
personal interviews with all households 
which fall within the sample of partici¬ 
pating households, and as necessary, 
with households that have been denied 
participation or whose eligibility has 
been terminated. 

<ii> Reviews of project area manage¬ 
ment and operations including, but not 
necessarily limited to. information con¬ 
cerning internal management pro¬ 
cedures. staff training and utilization, 
caseload data, certification and Issuance 
procedures, timeliness and accuracy of 
reports, outreach efforts, fair hearing 
procedures, coupon management and 
security, fiscal controls, and service to 
recipients. Such information shall at a 
minimum be collected as follows: 

(A) On an annual basis for project 
areas with monthly bonus of $500,000 or 
more in the last month of the preceding 
Federal fiscal year. 

iB> On a biennial basis for project 
Areas with monthly bonus of less than 
$500,000; one quarter to be completed 
in each semi-annual period unless other¬ 
wise approved by FNS. 

(iii) Reviews of State management 
and operations. Including, but not nec¬ 
essarily limited to. information concern¬ 
ing Internal management practices and 
controls, system for program control and 
evaluation, quality control, corrective 
action planning, staff training and ultili- 
zation, coordination of outreach efforts, 
overall program supervision, fair hear¬ 
ing procedures, fiscal controls, timeliness 
and accuracy of reports, and any func¬ 
tions relating to the certification of 
households or issuance and management 
of coupons performed at the State level. 
Such information shall at a minimum be 
collected on an annual basis. 

(2) Data analysis and evaluation 
which will result in: (i> A comprehen¬ 
sive review of information collected in 
paragraph (c)(1) of this section; (11) A 
review of results of past corrective 
action; (ill) An Identification of prob¬ 
lems; and (iv) A determination of prob¬ 
able causal factors. 

(3) Corrective action planning. (1) 
The development of corrective action 
plans should involve the coordinated ef¬ 
forts of persons in the area of data anal¬ 
ysis. quality control, operations, policy 
development and management, in iden¬ 
tifying causal factors and determining 
a course of action w’hich will serve to 
cither substantially reduce or eliminate 
program deficiencies. Such corrective 
action plans shall include an identifica¬ 
tion of the problem, the name of the per¬ 
son who is responsible for resolving the 
problem, and a timetable for its resolu¬ 
tion. The coordinator, established in 
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paragraph Cc) of this section, will be 
responsible for insuring both the prep¬ 
aration of the corrective action plan 
and its approval by the head of the 
8 late agency. 

<ii) Timing. (A) Project area correc¬ 
tive action plans shall be prepared no 
later than 60 days following the com¬ 
pletion date of the review activity. 

<B) State corrective action plans shall 
be prepared no later than 120 days after 
the end of the semi-annual period. 8uch 
plans shall be based on the quality con¬ 
trol findings. State management and op¬ 
erations, information, and pertinent in¬ 
formation gathered during project area 
reviews. 

14) Corrective action implementation 
and monitoring. The State agency Co¬ 
ordinator shall ensure the effectiveness 
and timely completion of corrective ac¬ 
tions through monitoring the completion 
of corrective action plans and assessing 
the results. 

id) ffespojwfbififlcs for reporting on 
program performance . States shall re¬ 
port to FNS on their administration of 
the program through the following re¬ 
ports: 

a) Personnel Such report shall be 
submitted on July 1 of each year and 
shall contain the following information 
on equivalent full-time food stamp posi¬ 
tions as of May 15 or the same year: <i> 
number of nonassistance certification 
workers. (ii> number of first line non¬ 
assistance certification supervisors, flit) 
number of quality control reviewers, <lv) 
number of first line quality control super¬ 
visors, <v) number of second line quality 
control supervisors. <vl) number of 
quality control statisticians. (vii> number 
of fair hearing officials, <viti) number of 
State employed outreach "workers and-' 
or the cost of contracted outreach work¬ 
ers, <ix> number of State employed Is¬ 
suance workers and/or the cost of 
contractual issuance, (x) number of 
.support workers, and <xl) number of un¬ 
paid workers. 

(2) Quality control reports as pre¬ 
scribed. 

(3) Timetable for performance of re¬ 
views required under paragraph <c)<l> 
(ii> and (1H> of this section. The time¬ 
table shall cover two years of review 
activity and shall be submitted to FNS 
for approval 60 days prior to each bien¬ 
nial period. Any adjustments to the time¬ 
table must have prior FNS approval. 

(4) Project area corrective action 
plans and review findings for project 
ureas with monthly bonus of 6500.000 or 
more shall be submitted to FNS within 
60 days following the completion of the 
review. 

(5) Semi-annual Performance Report. 
Such report shall be due no later than 
120 days following the end of the semi¬ 
annual period and shall consist of the 
following: 

U» Project area corrective action plans 
and review findings for project areas 
with monthly bonus of less titan $500,000. 
Such corrective action plans shall be 
developed in accordance with paragraph 
(cM3> (if) of this section, and shall re¬ 


flect all progress made toward comple¬ 
tion at the time of submission. 

01) State corrective action plan based 
on: 

lA) Statewide quality control findings: 
and 

(B> Review of State management and 
operations, if such review was conducted 
during the semi-annual period. The 
results of such review shall also be 
included. 

Oil) Corrective Action Status Report. 
Such report shall indicate the comple¬ 
tion of or progress made on previously 
submitted corrective action plans. FNS 
may require more frequent or more de¬ 
tailed status reporting during the cor¬ 
rection of serious deficiencies. 

<e) FNS determination of effective* 
ness and efficiency of State operations . 
FNS shall make a determination on the 
efficiency and effectiveness of State oper¬ 
ations on the basis of State reports and 
other information available such as Fed¬ 
eral audits and investigations und unit 
cost data referred to in I 275.8(b) (4) as 
it relates to the general criteria under 
section (c)(1)(a) of Appendix A which 
requires that allow able costs be necessary 
and reasonable for proper adminis¬ 
tration of the program. As part of the 
determination. FNS will review State 
reports nhd corrective action plans for 
completeness and timeliness. In addition. 
FNS will conduct reviews of the State's 
system for data collection and evalua¬ 
tion in order to: 

(1) Assess the operation of the State 
food stamp quality control system, the 
State management and operations review 
system, and the project area manage¬ 
ment and operations review system; 

(2 1 Provide a basis for assisting the 
State in improving its system; and 

(3) Test the validity of the data col¬ 
lected by the States. 

(f) Suspension or cancellation of FNS 
funding . Effective July 1. 1976. FNS may 
take action to suspend or cancel funding 
as provided in Section 275.13. Such action 
will be preceded by a formal warning to 
the State that suspension or cancellation 
is being considered. Nothing in this 
section shall be construed as abrogating 
the State's recourse to further review by 
the Federal court system. Suspension or 
cancellation may take place under the 
following conditions: 

(1) FNS may suspend all or any por¬ 
tion of the State agency's letter of credit 
If the State falls to submit on a timely 
basis any of the following completed 
reports: 

(1) Personnel. 

(ID statistical portion of semi-annual 
quality control report. 

(iii) Timetable for performance of 
reviews. 

(iv) Project area corrective action 
plans and review findings for project 
areas with a bonus of $600,000 or more. 

<v) Semi-annual Performance Re¬ 
port which includes the review* of State 
management and operations, reviews of 
project area management and operations 
performed during the applicable semi¬ 
annual period, the required corrective 


action plans, and Corrective Action 
Status Report. 

(2) FNS may suspend or cancel all or 
any portion of the State agency’s letter 
of credit if FNS determines that the State 
agency has: 

(1) Failed to substantially comply with 
the provisions of this subchapter, or, 

<ii> Knowingly submitted an incorrect 
report on its administration of the pro¬ 
gram. or 

Oil) Failed to take the necessary ac¬ 
tion contained in its FNS approved cor¬ 
rective action plan. 

(g> Implementation. In order to pro¬ 
vide the necessary time for States to 
secure State level funds and adequate 
staff to assume the total responsibilities 
under this section, the implementation 
will be accomplished in two phases. Under 
phase one, which is the interim period. 
FNS will assist State agencies in the 
data collection responsibilities. This pe¬ 
riod will end on January 1. 1976. at 
which time State agencies w»ill assume 
full responsibility for data collection and 
reporting under this section. FNS will 
consider extending this period until 
June 30. 1976, tf a State agency demon¬ 
strates. to the satisfaction of FN8, that 
it is unable to fully Implement this pro¬ 
vision. 

< X) Phase one Interim procedures 

<l) FNS will submit to each State 
agency by July 1. 1975, a profile sum¬ 
marizing program deficiencies which 
will be developed from information avail¬ 
able to FNS. Upon receipt of the profile, 
the 8tate agency must submit a correc¬ 
tive action plan for FNS approval within 
120 days. Such corrective action plans 
shall incorporate quality control find¬ 
ings for the period January-June 1975. 

(ii) During the period July 1 to De¬ 
cember 31, 1975, FNS will develop and 
test procedures for State management 
and operation reviews and project area 
management and operations reviews. 
The results of such reviews w ill be trans¬ 
mitted to the State agency on or before 
March 1, 1976. This Information and tlic 
quality control findings for the period 
July-Dcccmber 1975 will provide the 
basis for a second corrective action plan 
which will be due May 1.1976. The State 
agency will, at the same time, submit 
a status report on progress made toward 
the completion of the previously sub¬ 
mitted corrective action plan. 

(2) Phase two final implementation. 
Beginning January 1, 1^6, the State 
agency will assume total responsibility 
for data gathering and reporting. Prior 
to the actual commencement of the re¬ 
porting period, the State agency shall 
submit on November 1, 1975 a timetable 
for performance of reviews as specified 
in paragraph (d) (3) of this section. If 
FNS has given the State agency approval 
to delay implementation, the State 
agency shall submit instead a schedule 
wiilch will ensure assumption of its re¬ 
sponsibilities by July 1.1976. 

(79 Stmt, 709. as amended; (7 US,C 2011- 
2020 )) 
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(Catalog of Federal Domestic Assistance Pro¬ 
grams No. 10.661, National Archives Refer¬ 
ence Services) 

Dated: Mitrch 17.1975. 

John M. Damgard. 
Deputy Assistant Secretary . 

|Fit Doc.75-7404 Filed 3 20 75;8.45 am) 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 
( 21 CFR Part 3 ] 

STATEMENTS OF GENERAL POLICY 
OR INTERPRETATION 

Use of Impact-Resistant Lenses in 
Eyeglasses and Sunglasses 

The Commissioner of Food and Drugs 
proposes to close the transition period 
allowed for the changeover from non- 
impact-resistant lenses to Impact-resist- 
ant lenses. To protect the public from 
unsafe eyeglass and sunglass lenses, to 
provide for development of an adequate 
supply of impact-resistant lenses for use 
in eyeglasses and sunglasses, and to facil¬ 
itate an orderly changeover to these 
lenses, the Commissioner specified In a 
regulation (21 CFR 3.84) published In 
the Federal Register of February 2.1972 
(37 FR 2503) that the transition to im¬ 
pact-resistant lenses must be completed 
as promptly as possible and that all 
lenses manufactured after January 31. 
1972 must be impact-resistant, except 
when a physician or optometrist found 
that impact-resistant lenses would not 
fulfill the visual requirements of a par¬ 
ticular patient. 

In June 1972 the Food and Drug Ad¬ 
ministration prepared a publication, 
“Question and Answer Pamphlet No. 1 
on Impact-Resistant Lenses* 4 ((FDA) 
72-4002, June 1972). to help interested 
persons understand the regulation on im¬ 
pact-resistant lenses and to deal with 
frequently asked questions concerning 
the regulation and transition period. The 
pamphlet is on display In the office of 
the Hearing Clerk. Food and Drug Ad¬ 
ministration. 5600 Fishers Lone. Rock¬ 
ville. MD 20652. 

It was pointed out in the pamphlet that 
finished nonimpact-resistant lenses 
manufactured before January 31. 1972 
could be sold after that date, although 
an effort should be made to render those 
lenses impact-resistant before sale, and 
that finished nonimpact-resistant lenses 
manufactured prior to that date would be 
permitted to be Imported to facilitate the 
orderly changeover to impact-resistant 
lenses. 

The Commissioner urged during the 
proposal stage of the regulation, os pub¬ 
lished in the Federal Register of No¬ 
vember 6, 1970 (35 FR 17116), Umt the 
transition period start and be completed 
as promptly as possible. He now finds 
that a sufficient period of time has 
elapsed since January 31, 1972 to allow 
for a smooth uninterrupted transition to 
the manufacture of impact-resistant 
lenses and concludes there is no longer 
any reason to permit use of nonimpact* 
resistant lenses, except in special cases. 


The Commissioner proposes to revise 
the regulations to close the transition 
period. The change will delete the provi¬ 
sion allowing use of nonimpact-resistant 
lenses manufactured before January 31, 
1972 and will provide that lenses manu¬ 
factured for use in eyeglasses and sun¬ 
glasses be impact-resistant, except when 
a physician or optometrist finds Umt 
these lenses will not fulfill visual require¬ 
ments. An importer for resale is regarded 
as a manufacturer. 

Because of the time allowed for the 
transition period, the Commissioner pro¬ 
poses that the revised regulation be effec¬ 
tive 30 days after date of publication of 
the final order in the Federal Register. 
He anticipate* that this action will not 
have a significant effect on the environ¬ 
ment and. therefore, an environmental 
impact statement, pursuant to section 
102(2) (c) of the National Environmental 
Policy Act, will not be required. 

Therefore, pursuant to provisions of 
the Federal Food. Drug, and CosmoUc Act 
(sec*. 502(j), 701(a). 52 Stai. 1051, 1055; 
(21 U.S.C. 352<J). 371(a))) and under 
authority delegated to him (21 CFR 
2 120i. the Commissioner proposes that 
Part 3 be amended In 4 3.84 by revising 
paragraph <h) to read as follows: 


PART 3 —STATEMENTS OF GENERAL 
POLICY OR INTERPRETATION 

1. Section 3.84<h) Is revised as set 
forth below: 

| 3.8$ l-nr of ini|Mct-rr>*Utant lon»c* in 
cycgfft—Ci anil ntinglasM**. 


(h> All lenses must be Impact-resistant, 
except when the physician or optometrist 
finds that impact-resistant lenses will not 
fulfill the visual requirements for a par¬ 
ticular patient. 


Interested persons are invited to sub¬ 
mit their comments regarding this pro¬ 
posal in writing (preferably in quintupli- 
cate. except single copies of comments 
may be submitted by individuals), on or 
before May 20.1975. Comments should be 
addressed to the Hearing Clerk. Food and 
Drug Administration. Rm. 4-45. 5600 
Fishers Lane. Rockville, MD 20852. Re¬ 
ceived comments may be seen in the 
abov e office during working hours, Mon¬ 
day through Friday. 

Dated: March 17. 1975. 

6am D. Fine. 

Associate Commissioner for 
Compliance . 

(FR Doc.75-7337 Filed 3-20-75:8:45 am) 


DEPARTMENT OF 
TRANSPORTATION 

Federal Aviation Administration 
[ 14 CFR Part 39] 

| Docket No . 14455 J 

mcoonnell douglas model dc-io 

SERIES, LOCKHEED MODEL L-1011 
SERIES, AND BOEING MODEL B-747 
SERIES AIRPLANES 

Proposed Airworthiness Directive 
The Federal Aviation Administration 
Is considering amending Part 39 of the 


Federal Aviation Regulations by adding 
an airworthiness directive applicable to 
McDonnell Douglas Model DC-10, Lock¬ 
heed Model L-1011, and Boeing Model 
B-747 airplanes. There has been service 
experience that indicates that the rapid 
in-fiight depressurization of any of these 
airplanes caused by a sudden large open¬ 
ing in a lower cargo compartment can 
result In the airplane becoming incapa¬ 
ble of continued safe flight and landing. 
Since this condition is likely to exist or 
develop in other airplanes of the same 
type designs, the proposed airworthiness 
directive would require modifications that 
would significantly improve the capa¬ 
bility of t(iese airplanes to continue safe 
flight and landing following a sudden in- 
fiight depressurization. It would be re¬ 
quired that the modifications be ap¬ 
proved by the Chief, Aircraft Engineer¬ 
ing Division. FAA Western Region, for 
the Lockheed Model L-1011 and McDon¬ 
nell Douglas Model DC-10 airplanes and 
by the Chief. Engineering and Manufac¬ 
turing Branch. FAA Northwest Region, 
for the Boeing Model B-747 airplane. 

Interested persons are Invited to par¬ 
ticipate in the making of the proposed 
rule by submitting such written data, 
views, or arguments as they may desire. 
Information on the economic impact 
that might result becabse of the adoption 
of the proposed rule Is requested. Com¬ 
munications should identify the docket 
number and be submitted in duplicate to 
the Federal Aviation Administration. Of¬ 
fice of the Chief Counsel, Attention: 
Rules Docket. AGC-24. 800 Independence 
Avenue, SW.. Washington. D.C. 20591. 
All communications received on or before 
May 22, 1975. will be considered 

by the Administrator before taking ac¬ 
tion upon the proposed rule. The pro¬ 
posal contained In this notice may be 
changed in the light of comments re¬ 
ceived. All comments will be available 
both before and after the closing date 
for comments, in the Rules Docket for 
examination by interested persons. 

Tills amendment is proposed under the 
authority of sections 313(a). 601. and 603 
of the Federal Aviation Act of 1958 (49 
UB.C. 1354(a\ 1421, and 1423) and of 
section 6(c> of the Department of Trans¬ 
portation Act (49 U.8.C. 1655(e)). 

In consideration of the foregoing, it 
Is proposed to amend i 39.13 of Part 39 
of the Federal Aviation Regulations by 
adding the following new airworthiness 
directive: 

McDonnell Douglas. Lockheed, and Boetno. 
Applies to aU McDonnell Douglas Model 
DC-10 Series, Lockheed Model L-1011 
Series, and Boeing Model B-747 Series 
airplanes certificated in all categories. 

Compliance is required on or before.July 1, 
1977, unless already accomplished. 

To improve the capability of the passenger 
and crew compartment floors to withstand, 
without collapse, an In-flight depressurtza- 
tton caused by the sudden opening of a large 
bole In a lower deck cargo compartment, 
comply with paragraphs (a) and (b): 

(a) Incorporate the modification specified 
In paragraph (a)(1). taking Into considera¬ 
tion the factors specified tn paragraphs (a) 
(2) and (a)(3): 

(1) Provide additional venting capability 
or an Increase in boor strength, or both, aa 
necessary, to prevent floor collapse caused 
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by the decomprcaslon effect* resulting from 
a sudden large In-flight opening In any por¬ 
tion of any lower deck cargo compartment. 

(2) The itlze of openings to be considered 
must include the maximum shoe opening 
expected in service, but the maximum sire 
opening considered may not have an area of 
less than 20 square feet. 

(3) Each compartment and ambient con¬ 
dition pressure differential expected In serv¬ 
ice must be considered. 

(b) The modifications and determinations 
required under paragraph (a) of this AD 
must be approved by the Chief, Aircraft 
Engineering Division, PAA Western Region, 
for McDonnell Douglas Model DC-10 Series 
and Lockheed Model L-1011 Series airplanes; 
and by the Chief, Engineering and Manu¬ 
facturing Branch, PAA Northwestern Region, 
for Boeing Model B-747 Scries airplanes. 

Issued in Washington, D.C. on March 
20 , 1975 . 

R. P. Skully, 

Director . 

Flight Standards Service . 

(PR Doc.75-7675 Filed 3-20-73; 12:00 am) 


[ 14 CFR Part 71 ] 

(Airspace Docket No. 74-NW-26( 

BOISE, IDAHO 
Alteration of Control Zone 

The Federal Aviation Administration 
<FAA) Is considering an amendment to 
Part 71 of the Federal Aviation Regula¬ 
tions that would alter the description of 
the Boise. Idaho Control Zone. 

Interested persons may participate in 
the proposed rule making by submitting 
such written data, views, or arguments 
as they may desire. Communications 
should be submitted in triplicate to the 
Chief. Operations. Procedures and Air¬ 
space Branch. Northwest Region. Fed¬ 
eral Aviation Administration, FAA Build¬ 
ing, King County International Airport, 
Seattle, Washington 98108. All commu¬ 
nications received on or before April 21. 
1975, will be considered before action is 
taken on the proposed amendment. No 
public hearing is contemplated at this 
time, but arrangements for informal con¬ 
ferences with Federal Aviation Adminis¬ 
tration officials may be made by con¬ 
tacting the Regional Air Traffic Division 
Chief. Any data, views, or arguments 
presented during such conferences must 
also be submitted In writing In accord¬ 
ance with this notice in order to become 
part of the record for consideration. The 
proposal contained in this notice may be 
changed in the light of comments 
received. 

A public docket will be available for 
examination by interested persons in the 
office of the Regional Counsel. North¬ 
west Region, Federal Aviation Adminis¬ 
tration. FAA Building. King County In¬ 
ternational Airport, Seattle, Washington 
98108. 

A review of the airspace requirements 
at Boise, Idaho disclosed that additional 
Control Zone airspace is required to pro¬ 
vide controlled airspace for flights ex¬ 
ecuting the Boise VORTAC Rwy 28L 
Approach. 


In consideration of the foregoing, the 
FAA proposes the following airspace 
action: 

In 5 71.171 (40 FR 354) the description 
of the Boise, Idaho Control Zone is 
amended to read as follows: 

Boise, Idaho 

With a 5-mile radius of the Boise Atr Ter¬ 
minal (Latitude 43*33*55" N M Longitude 
116*13*30" W.); within 2 miles each aide 
of the Boise VORTAC 304* radial, extending 
from the 5-miie radius zone to 12 miles 
northwest of the VORTAC: within 2 miles 
each side of the Boise VORTAC 319* radial, 
extending from the 6-mUe radius zone to 12 
miles northwest of the VORTAC, within 5 
miles each side of the Boise VORTAC 114* 
radial, extending from the 5-mile radius area 
to 12 miles southeast of the VORTAC: and 
within 2 miles west and 5 miles east of the 
Boise VORTAC 179* radial extending from 
the 6-mllo radius area to 7 miles south of 
the VORTAC. 

Tills amendment is proposed under the 
authority of section 307(a) of the Fed¬ 
eral Aviation Act of 1958, as amended, 
(49 UB.C. 1348<a)). and of section 6(c) 
of the Department of Transportation 
Act (49UB.C. 1855(c)). 

Issued in Seattle. Washington on 
March 13.1975. 

C. B. Walk, Jr., 
Director , Northwest Region. 

(FR Doc.75-7358 Filed 3-20-75:8:46 am) 


[14 CFR PART 71 

l Airspace Docket No. 74-NW-20) 

HILLSBORO. OREGON 
Alteration of Control Zone 

The Federal Aviation Administration 
(FAA) is considering an amendment to 
Part 71 of the Federal Aviation Regula¬ 
tions that would alter the description of 
the Hillsboro, Oregon, Control Zone. 

Interested persons may participate in 
the proposed rule making by submitting 
such written dAta, views, or arguments 
as they may desire. Communications 
should be submitted in triplicate to the 
Chief, Operations. Procedures, and Air¬ 
space Branch, Northwest Region, Fed¬ 
eral Aviation Administration. FAA 
Building, Boeing Field, Beattie, Wash¬ 
ington, 98108. All communications re¬ 
ceived within on or before April 21. 1975, 
will be considered before action is taken 
on the proposed amendment. No public 
hearing is contemplated at this time, but 
arrangements for informal conferences 
with Federal Aviation Administration of¬ 
ficials may be made by contacting the 
Regional Air Traffic Division Chief. Any 
data, views, or arguments presented 
during such conferences must also be 
submitted In writing in accordance with 
this notice In order to become part of the 
record for consideration. The proposal 
contained in this notice may be changed 
in the light of comments received. 

A public docket will be available for 
examination by interested persons In the 
office of the Regional Counsel. North¬ 
west Region. Federal Aviation Admin¬ 
istration, FAA Building. King County 


International Airport, Seattle, Washing¬ 
ton 98108. 

An ILS Rwy 12 Standard Instrument 
Approach Procedure for the Portland- 
Hlllsboro Airport, Hillsboro, Oregon, has 
been established to be effective upon 
commissioning of the Instrument Land¬ 
ing System. The description of the Hills¬ 
boro Control Zone needs to be altered to 
provide additional controlled airspace to 
contain the new ILS procedure to Run¬ 
way 12. 

In consideration of the foregoing, the 
FAA proposes to amend Part 71 of the 
Federal Aviation Regulations as fol¬ 
lows: 

In f 71.171 (40 FR 354) the descrip¬ 
tion of the Hillsboro, Oregon, Control 
Zone is amended to read as follows: 

Hnxsaoao, Oregon 

Within a 5-mile radius of Portland-Hiiis- 
boro Airport (Latitude 45-32*15" N. Longi¬ 
tude 122‘56*46" W); within 2 miles each 
side of the Newburg VORTAC 007' radial, 
extending from the 5-miie radlm area to 
8 miles south of the airport; within 2 miles 
each side of the 039- bearing from the air¬ 
port reference point, extending from the 6- 
mlle radius area to 9 5 miles northeast of the 
airport; and within 3.5 miles each side of the 
823* bearing from the airport reference 
point, extending from tho 5-mUo radius area 
to 16 mllce northwest This oontrol zone will 
be effective during the time established in 
advance by a Notice to Airmen and continu¬ 
ously published In the Airmen’s Information 
Manual. 

This amendment is proposed under 
the authority of section 307(a) of the 
Federal Aviation Act of 1958 as amended 
(49 U.S.C. 1348(a)) and of section 6<c) 
of the Department of Transportation Act 
(49UB.C. 1655(c)). 

Issued in 8eattle. Washington, on 
March 13.1975. 

C. B. Walk, Jr„ 
Director , Northwest Region. 

(FR Doc.75-7360 Filed 3-20-75:8:45 am| 


[14 CFR PART 71 

(Airspace Docket No. 76-SO-26J 

JACKSON, MISSISSIPPI 
Alteration of Transition Area 

The Federal Aviation Administration is 
considering an amendment to F*art 71 of 
the Federal Aviation Regulations that 
would alter the Jackson. Miss., transition 
area. 

Interested persons may submit such 
written data, views or arguments as they 
may desire. Communications should be 
submitted in triplicate to the Federal 
Aviation Administration, Southern Re¬ 
gion, Air Traffic Division. P.O. Box 20636. 
Atlanta, Go. 30320. All communications 
received on or before April 21, 1975, will 
be considered before action is taken on 
the proposed amendment. No hearing is 
contemplated at this time, but arrange¬ 
ments for informal conferences with 
Federal Aviation Administration officials 
may be made by contacting the Chief, 
Airspace and Procedures Branch. Any 
data, views or arguments presented dur¬ 
ing such conferences must also be sub¬ 
mitted in writing in accordance with this 
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notice in order to become part of the 
record for consideration. The proposal 
contained in this notice may be changed 
In light of comments received. 

The official docket will be available 
for examination by interested persons at 
the Federal Aviation Administration. 
Southern Region. Room 645. 3400 

Whipple Street. East Point. Oa. 

The Jackson transition area described 
in §71.161 <40 FR 441) would be 

amended as follows: 

-• • • north of the* runway end • • •" 
would bs deleted and "• • • north of the 
runway end; within 3 mile* each wide of the 
Bruce RBN (Lai. 32-28*28" N„ Long. 00* 
08*10" W.). extending from the 6.5-mlle 
radius area to 88 miles north of the 
RBN • • •* would be substituted therefor. 

The proposed alteration Is required to 
provide controlled airspace protection for 
IFR aircraft executing the new NDB 
RWY 17 Instrument Approach Procedure 
to Bruce Campbell Field, utilizing the 
Bruce (private) Nondirectional Radio 
Beacon. 

This amendment Is proposed under the 
authority of sec. 307(a) of the Federal 
Aviation Act of 1058 (40 U.S.C. 1348(a)) 
and of sec. 6(c) of the Department of 
Transportation Act (49 UJSjC. 1655(c)). 

Issued in East Point, Oa., on March 12. 
1975. 

Phillip M Bwattic, 
Director. Southern Region. 

[FR Doc.75-7301 Filed 3-20-75;8:45 ami 


[14 CFR PART 71 

(Alrspaca Docket No. 75-NW-01J 

PORT ANGELES, WASHINGTON 
Establish Control Zone 

The Federal Aviation Administration 
Is considering an amendment to Part 71 
of the Federal Aviation Regulations that 
would include the description of the Port 
Angeles, Washington. Control Zone. 

Interested persons may participate in 
the proposed rule making by submitting 
such written data, views, or arguments 
as they may desire. Communications 
should be submitted in triplicate to the 
Chief. Operations, Procedures and Air¬ 
space Branch. Northwest Region. Federal 
Aviation Administration. FAA Building, 
King County International Airport, 
Seattle, Washington 08108. All communi¬ 
cations received on or before April 21, 
1975, will be considered before action 
is taken on the proposed amendment. No 
public hearing is contemplated at this 
lime, but arrangements for informal con¬ 
ferences with Federal Aviation Adminis¬ 
tration officials may be made by contact¬ 
ing the Regional Air Traffic Division 
Chief. Any data, views, or arguments pre¬ 
sented during such conferences must also 
be submitted in writing in accordance 
with tills notice in order to become part 
of the record for consideration. The pro¬ 
posal contained In this notice may be 
changed in the light of comments re¬ 
ceived. 

A public docket will be available for 
examination by interested persons in the 
office of the Regional Counsel, Northwest 


Region. Federal Aviation Administration. 
FAA Building. King County Interna¬ 
tional Airport, Seattle, Washington 
98108. 

TTie control zone would accommodate 
the published instrument approach pro¬ 
cedure for the William R. Fairchild In¬ 
ternational Airport, Port Angeles, 
Washington. 

In consideration of the foregoing, the 
Federal Aviation Administration pro¬ 
poses the following airspace action: 

In §71.171 (40 FR 354>. add the fol¬ 
lowing description: 

Post Ancclza. Washington 

Within a ft-mlle radius of William R Fair- 
child International Airport (latitude 48*07*- 
10" N. longitude 123-20 44" W). excluding 
that airspace within a 1-mile nuitus of lati¬ 
tude 48*08*28" N. longitude 123*24*45*' W. 

Thl* control zone is effective during specific 
dates and times established In advance by a 
Notice to Airmen. Effective date and time 
wffi thereafter be continuously published In 
the Airman's Information Manual. 

This amendment is proposed under the 
nuthority of section 307(a) of the Fed¬ 
eral Aviation Act of 1958, as amended. (49 
U.S.C. 1348(a)), and of section 6(c) of 
the Department of Transportation Act 
(49 U.S.C. 1655(c)). 

Issued in Seattle, Washington, on 
March 13. 1975. 

C. B Walk, Jr., 
Director. Northwest Region . 

(FR Doc.75-7350 Piled 3-30-75,8:45 am] 


CONSUMER PRODUCT SAFETY 
COMMISSION 

[16 CFR Ch. II] 

CHILDREN'S SLEEPWEAR 

Sizes 7 Through 14 (FF 5-74); 

Affirmative Labeling 

The purpose of this notice is to amend 
the Standard for the Flammability of 
Children s Sleepwear, sizes 7 through 14 
(FF 5-74), issued by the Consumer Prod¬ 
uct Safety Commission on May 1, 1974 
(39 FR 15210). under the Flammable 
Fabrics Act (15 U.ac. 1101, et seq). 

The Standard applies to all children's 
sleepwear garments in sizes 7 through 14, 
and all fabric or related material in¬ 
tended or promoted for use In such sleep¬ 
wear. The Standard requires all Items of 
children's sleepwear in sizes 7 through 
14 manufactured on or after May 1.1975 
to comply with the Standard. 

The amendment issued In this notice 
requires cadi such item of children's 
sleepwear manufactured on or after 
May 1. 1975, through May 1, 1078 to be 
affirmatively labeled with a prescribed 
statement that Uie Item compiles with 
the Standard. The label need not be 
permanently affixed to the item of chil¬ 
dren's sleepwear, but it must be promi¬ 
nent, conspicuous, legible and readily 
visible at the point of sale to ultimate 
consumers. The label statement may be 
attached to the item Itself, on a hang tag 
attached to the item, or on a package 
enclosing the item. 


Background. In Uie Ftotral Rcgistcs 
of May 1. 1974 (39 FR 15228) the Com¬ 
mission published a Notice of Possible 
Need for Amendment of the Standard. 
The possible need to require affirmative 
labeling for Items subject to the Stand¬ 
ard was one of four issues the Commis¬ 
sion listed in that Notice. 

In the Ftoeral Rcgistes of January 20. 
1975 (40 FR 3270). the Commission pro¬ 
posed to amend the Standard to require 
affirmative labeling of Items subject to 
the Standard for a period of three years 
from the effective date of the Standard. 
In addition, the Commission withdrew 
its notice of possible need for amend¬ 
ment as to the remaining three issues 
mentioned In that notice. The Commis¬ 
sion invited public comment on the pro¬ 
posed amendment regarding affirmative 
labeling. 

Comments. A total of eleven comments 
were received in response to the Janu¬ 
ary 20. 1975 notice of possible need for 
amendment. Ten comments were gen¬ 
erally in support of the Standard and the 
proposed affirmative labeling amend¬ 
ment to the Standard. One comment, 
from a consumer, objected to the Stand¬ 
ard itself, and other comments objected 
to certain portions of the Standard. 

1. Content of label. Five of the com¬ 
ments addressed the content of the pro¬ 
posed affirmative labels. A retailer states 
that the label to be required for all items 
of aleepwcar In sizes 7 through 14 man¬ 
ufactured on or after May 1. 1975 
through May 1, 1978 should read 

"Flame-retardant. U.S. Standard FF 5- 
74” rather than "Flame-resistant U.S. 
Standard FF 5-74” as proposed. The 
comment states that the words "flame 
retardant" would be consistent with de¬ 
scriptive wording used by retailers for 
over ten years and that to change the 
wording could cause confusion among 
consumers. This cam men ter states that 
the words "flame retardant" more cor¬ 
rectly describe the properties of items 
of children's sleepwear which comply 
with the Standard, since the fabric docs 
not readily ignite or propagate flame 
and self-extinguishes when removed 
from a flame. The comment states that 
the term "flame resistant” may imply 
a more protective property than Is the 
case under the Standard. 

Another comment suggests that Hi r* 
labels should clearly indicate to parents 
that the garments which comply with 
the Standard are not fireproof, but that 
they afford a significant degree of pro¬ 
tection. 

One comment, from a member of the 
National AdvFory Committee for the 
Flammable Fabrics Act. states that the 
wording "Flame-resistant U.S. Standard 
FF 5-74” is ill-advised because the term 
"flame-resistant” is subjective and not 
yet adequately defined and that an 
opinion survey shows that the term im¬ 
plies substantially more protection than 
the term "flame retardant" In addition 
the comment states the term could er¬ 
roneously impart a sen<e of "protective 
clothing” or could invite experimenta¬ 
tion by children. The comment also 
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states that the proposed terminology is 
in connection with a test method which 
has not been related to real life fire 
situations and would seem to require the 
typo of labeling that led the Federal 
Trade Commission to take action against 
the cellular plastics industry. Thus the 
comment suggests alternate wording 
that uses neither the term “flame resist¬ 
ant" nor the term "flame retardant." 

Another comment concurs with the 
proposed label statement but suggests 
that research be performed to determine 
more universally meaningful language 
than "flame resistant." 

Discussion. The Commission believes 
it is necessary to prescribe language for 
affirmative labels to briefly describe the 
properties of Items that comply with the 
standard so that consumers will under¬ 
stand the effect of the standard. There¬ 
fore. the Commission believes affirmative 
labels should contain some language as 
to the flammability of items complying 
with the Standard. 

Although the Commission has not 
conducted surveys regarding consumer 
understanding of the meanings of the 
terms "flame resistant" and "flame re¬ 
tardant". the Commission believes that 
the public con be Informed of the pur¬ 
poses of flammability standards for chil¬ 
dren’s sleepwear. The use of consistent 
flammability labeling should further this 
effort. 

The Commission has learned that the 
Committee on Textiles of the American 
8ociety for Testing and Materials 
(ASTM) has been considering a set of 
uniform flammability definitions which 
specify use of the term "flame resistant" 
to describe material which does not 
readily Ignite and propagate a flame. 
The term "flame retardant" would de¬ 
scribe substances applied to fabric to 
make it "flame resistant". The Commis¬ 
sion has learned that the proposed 
definitions have received a majority af¬ 
firmative vote of that Committee, and 
are expected to be adopted. The Com¬ 
mission believes that it will help to elimi¬ 
nate confusion among consumers by 
adopting this generally accepted termi¬ 
nology regarding the flammability of 
textiles. 

The Commission has no evidence that 
the use of the terminology will Invite ex¬ 
perimentation by children. The Commis¬ 
sion believes that the Standard does pre¬ 
scribe a test method that relates to the 
major flammability hazard of children’s 
sleepwear in sizes 7 through 14, and be¬ 
lieves the term "flame resistant" does 
describe the properties of items comply¬ 
ing with the Standard. Therefore the 
Commission issues this amendment to 
the Standard to require affirmative label¬ 
ing that states "Flame-resistant. U.8. 
Standard FF 5-74". 

2. Permanency of the label. One com¬ 
ment from a consumer requests that the 
Commission require labeling "that re¬ 
mains on flammable products". One 
other comment, from a retailer, expressly 
agrees with the proposal to allow non¬ 
permanent hang tags or stickers to be 
used for labeling. 


Discussion . The major purposes of re¬ 
quiring affirmative labeling are to allow 
consumers to distinguish complying from 
noncomplying items of children’s sleep- 
wear at the point of sale, and to assist 
the Commission In Its efforts to enforce 
compliance with the Standard. The 
Commission believes consumers will be 
able to make an informed choice between 
items which comply with the Standard 
and items which do not comply with the 
Standard if the prescribed statements 
are prominent, conspicuous, legible and 
readily visible to the ultimate consumer 
at the point of sale. Thus the Commis¬ 
sion does not believe it is necessary to 
require that the affirmative labels be 
permanently affixed to the items of chil¬ 
dren’s sleepw-ear in sizes 7 through 14. 

3. Effective date of amendment. One 
comment from a retailer states that the 
Commission should announce the exact 
wording to be required on the affirmative 
labels as soon as possible and estimates 
that at least 45 days will be required to 
procure labels and distribute them to 
manufacturers. Therefore, the comment 
recommends that 45 days be allowed be¬ 
tween the date of publication of the final 
amendment and the mandatory com¬ 
pliance date for labeling. 

Discussion . The Commission agrees 
that it should specify the exact wording 
of the label statement and therefore the 
amendment to the Standard prescribes 
the required wording to be used on 
labels. 

The Commission explained in the Jan¬ 
uary 20. 1975 notice of proposed amend¬ 
ment to the Standard (40 FR 3276) its 
intention that any final amendment as 
to labeling would become effective on 
May 1, 1975. the effective date of the 
Standard. In this notice of amendment, 
below, tiie Commission finds for good 
cause that the amendment requiring af¬ 
firmative labeling of items of cliildren’s 
sleepwear in sizes 7 through 14 should 
become effective on May 1, 1975. 

The Commission believes that publi¬ 
cation of this notice provides sufficient 
time for compliance with the amend¬ 
ment. Additionally, the Commission is¬ 
sued a press release announcing its de¬ 
cision to issue the amendment to be¬ 
come effective May 1.1975 and describing 
the requirements of the amendment 

4. Miscellaneous. A number of com¬ 
ments addressed issues that .arc not the 
subject of this rule-making proceeding. 
One comment objects to the Standard 
itself as being unnecessary and causing 
additional expense. Other comments ob¬ 
ject to the Commission decision, pub¬ 
lished in the Federal Register of Janu¬ 
ary 20, 1975 <40 FR 3276) to withdraw 
the May 1, 1974 notice of possible need 
for amendment of the Standard <39 FR 
15228’ as to allowing testing exemptions 
and defining the terms "manufactured" 
and "in inventory or with the trade" as 
part of the Standard. One comment sug¬ 
gests that the two Commission flamma¬ 
bility standards for children's sleepwear 
(DOC FF 13-71 and FF 5-74) should be 
combined to provide one standard for 
sleepwear in sizes 0 through 14. 


Discussion. Because these comments 
are outside this proceeding, they will not 
be addressed. However, in issuing the 
Standard on May 1, 1974 <39 FR 15210) 
and withdrawing the notice of possible 
need for amendment to the Standard on 
January 20. 1975 <40 FR 3276), the Com¬ 
mission explained Us actions. In addi¬ 
tion. on January 20, 1975, the Commis¬ 
sion published a policy statement clarify¬ 
ing the way it defines the terras "manu¬ 
factured" and "In inventory or with the 
trade" for the purpose of the Standard, 
and Invited comment on the policy state¬ 
ment. Elsewhere in the Federal Register 
today, the Commission has published the 
final policy statement. The Commission 
also points out that section .1(c) of the 
Standard provides that items that meet 
all the requirements of the Standard for 
the Flammability of Children's Sleep- 
wear (DOC FF 3-71). sizes 0 through 6X, 
are in compliance with the standard for 
sizes 7 through 14. 

Findings. On the basis of the comments 
received, additional investigation by the 
staff of the Commission, and other rele¬ 
vant information the Commission has 
determined to issue the following amend¬ 
ment to the Standard. The National Ad¬ 
visory Committee for the Flammable 
Fabrics Act was consulted as to the 
amendment to the Standard at a meet¬ 
ing on January 28. 1975. 

5. Items in Compliance with DOC FF 
3-71. Section .l<c) of the Standard pro¬ 
vides that items of children’s sleepw r ear 
in sizes 7 through 14 that meet all the 
requirements of the Standard for the 
Flammability of Children’s Sleepwear 
for sizes 0-6X <DOC FF 3-71) are in 
compliance with FF 5-74, the Standard 
for sizes 7-14. The preamble to the 
Standard for sizes 7 through 14 (39 FR 
15210, May 1, 1974) states that this pro¬ 
vision is Included in the Standard be¬ 
cause all the test criteria of the Standard 
for sizes 7 through 14 are set forth in 
identical language in the Standard for 
sizes 0 through 6X. No reduction in the 
the stringency of the Standard for sizes 
7 through 14 occurred when the Com¬ 
mission included section .1(c) tn the 
Standard. The preamble to the Stand¬ 
ard for sizes 7 through 14 states that 
section .1(c) was therefore "added to the 
final Standard to provide that fabrics 
and garments which meet all the test 
criteria of the Standard for the Flam¬ 
mability of Children’s Sleepwear (DOC 
FF 3-17) are in compliance with this 
Standard." 

Informal discussion with some mem¬ 
bers of industry indicates that they in¬ 
terpret section .1(c) of the Standard to 
mean that items of children’s sleepwear 
in sizes 7 through 14 that comply with 
DOC FF 3-71 need not meet the affirma¬ 
tive labeling requirement which is Issued 
in this Notice. 

This interpretation is inaccurate. The 
amendment to the Standard requires 
that all items of children’s sleepwear 
in sizes 7 through 14 manufactured on or 
after May 1, 1975, through May 1. 1978, 
must be affirmatively labeled. This re¬ 
quirement is applicable If the item of 
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children’s sleepwear in sizes 7 through 
14 complies with the Standard by meet¬ 
ing the test criteria of DOC FP 3-71, in 
addition to the test criteria of FF 5-74, 
or if the item complies solely with FF 
5-74, 

In order to clarify any possible am¬ 
biguity as to the extent of the require¬ 
ment for affirmative labeling In the 
amendment to the Standard, the Com¬ 
mission has included language in the 
amendment to Indicate that ail comply¬ 
ing items of sleepwear in sizes 7 through 
14 manufactured on or after May 1, 
1075. through May 1. 1978. must be 
affirmatively labeled with the prescribed 
statement. Although this clarifying lan¬ 
guage was not included in the January 
20. 1975, notice of proposed amendment, 
it merely clarifies the Commission's in¬ 
tention as to the coverage of the affirma¬ 
tive labeling requirement. 

The Consumer Product Safety Com¬ 
mission finds that the affirmative label¬ 
ing amendment to the Standard for the 
Flammability of Children’s Sleepwear; 
Sizes 7 through 14 (FF 5-74) is; 

1. Needed for children's sleepwear in 
sizes 7 through 14 to protect the public 
against unreasonable risk of the occur¬ 
rence of fire leading to death, personal 
injury, or significant property damage; 
and 

2. Reasonable, technologically prac¬ 
ticable. and appropriate, and stated in 
objective terms; and 

3. Limited to items of children’s sleep- 
wear in sizes 7 through 14 which cur¬ 
rently present unreasonable risks of the 
occurrence of fire leading to death, per¬ 
sonal Injury, or significant property 
damage. 

The affirmative labeling amendment to 
the Standard will become effective May 
1, 1975, the effective date of the Stand¬ 
ard. Section 4(b) of the Flammable Fab¬ 
rics Act (16 US.C. 1193) provides that 
any amendment to a flammability stand¬ 
ard shall become effective twelve months 
from the date on which it is promulgat¬ 
ed unless the Commission finds for good 
cause and publishes the finding that an 
earlier or later effective date is In the 
public interest. The Commission hereby 
finds that it Is In the public Interest to 
require that the amendment to require 
affirmative labeling of items of children’s 
sleepwear in sizes 7 through 14 manu¬ 
factured on or after May 1,1975 through 
May 1, 1978 become effective on May 1, 
1975. To allow a later effective date for 
tills amendment would not enable con¬ 
sumers to distinguish complying from 
noncomplying items of children’s sleep¬ 
wear In sizes 7 through 14 at the point of 
sale. Noncomplying Items of such sleep- 
wear may be sold but not manufac¬ 
tured. on or after May 1, 1975. Particu¬ 
larly during the time period Immediately 
after the Standard becomes effective it Is 
likely that both complying and noncom¬ 
plying items of sleepwear will be avail¬ 
able to consumers. Thus. It is necessary 
that affirmative labeling be required im¬ 
mediately upon the effectiveness of the 
standard. 


Therefore, pursuant to provisions of 
the Flammable Fabrics Act (sec. 4. 67 
stat. 112, as amended 81 Stat. 569-70; 
15 U.S.C. 1193) and under authority 
vested in the Consumer Product Safety 
Commission by the Consumer Product 
Safety Act (Pub. L. 92-573, sec. 30(b). 
86 8tat. 1231; (15 U.S.C. 2079(b))). the 
Standard for the Flammability of Child¬ 
ren’s sleepwear; sizes 7 through 14 <FF5- 
74) (39 FR 15210, May 1,1974» Is amend¬ 
ed as follows: * 

The provision of section .6 of the 
Standard appearing after the title Label¬ 
ing reqirements is designated as para¬ 
graph (a). 

A new paragraph is added to section 
.6, paragraph (b), to read as follows; 

(b> All items of children’s sleepwear 
Standard (Including those items that 
comply with DOC FF 3-71) and manu¬ 
factured on or after May 1, 1975 through 
May 1, 1978, shall bear a label which 
states: “Flame-resistant. U.S. Standard 
FF 5-74.” The label must be prominent, 
conspicuous, legible and readily visible 
at the point of sale to ultimate consum¬ 
ers. The label statement may be attached 
to the item Itself, on a hang tag attached 
to the Item, or on a package enclosing 
the item. The label need not be affixed 
permanently. 

Effective date. This amendment be¬ 
comes effective on May 1. 1975. 

(Sec. 4. 67 Stat. 112, m amended 81 Stat. 
669-70; (16 U.S.C. 1193)) 

Dated: March 18, 1975. 

Sadyk E. Dunn, 
Secretary. 

Consumer Product Safety Commission. 

|FR Doc.75-7466 Filed 3-20-75;8:46 amj 


ENVIRONMENTAL PROTECTION 
AGENCY 

[ 40 CFR Part 52 ] 

[FRL 347-11 

IMPLEMENTATION PLANS 

Iowa: Approval of Compliance Schedules 

On May 31, 1972 (37 FR 10842). pursu¬ 
ant to section 110 of the Clean Air Act 
and 40 CFR Part 51, the Administrator 
approved portions of State plans for im¬ 
plementation of the national ambient air 
quality standards. The State of Iowa 
submitted to the Environmental Protec¬ 
tion Agency compliance schedules to be 
considered as proposed revisions to the 
approved plans pursuant to 40 CFR 51.6. 
40 CFR 51.8 requires the Administrator 
to approve or disapprove compliance 
schedules submitted by the states. 
Therefore, the Administrator proposes 
the approval of the compliance schedules 
listed below. 

The approvable schedules were adopted 
by the State and submitted to the En¬ 
vironmental Protection Agency after no¬ 
tice and public hearings in accordance 
with the procedural requirements of 40 
CFR 51.4 and 51.6 and the substantive 
requirements# of 40 CFR 51.15 pertaining 


to compliance schedules. The compliance 
schedules have been reviewed and deter¬ 
mined to be consistent with the approved 
control strategics of Iowa. Each approved 
revision establishes a new date by which 
the Individual source must comply with 
the applicable emission limitation in the 
federally-approved State Implementa¬ 
tion Plan. This date Is Indicated in the 
table below, under the heading “Final 
Compliance Date.” In all cases, the 
schedules include incremental steps to¬ 
ward compliance with the applicable 
emission limitations. While the tables 
below do not include these Interim dates, 
the actual compliance schedules do. 

Under Iowa law. the compliance sched¬ 
ule Is not enforceable after the date on 
which the associated variance expires 
and variances cannot extend for more 
than one year. Therefore, to the extent 
that the schedules extend past the vari¬ 
ance expiration date, they are not legally 
enforceable at this time. For this reason. 
EPA’s approval of each compliance 
schedule will be unconditional only as to 
that part of the schedule covered by the 
initial variance. Approval of the remain¬ 
der of the schedule will be conditioned 
upon the State's renewal of the variance 
in identical form and substance to that 
Included in the schedule submitted to the 
Environmental Protection Agency and 
approved herein. If the variance is re¬ 
newed in tills manner, the condition 
precedent will be satisfied and the ap¬ 
proval of the next segment of the sched¬ 
ule would not require further action by 
the State or this Agency. If the variance 
is not renewed, or is modified from the 
version that had been federally approved, 
the condition will not be fulfilled, the 
approval of the remainder of the sched¬ 
ule would not be effective, and the State’s 
immcdiately-effective regulation would 
again become federally enforceable. 

Provisional approval of final compli¬ 
ance dates and extensions of variances Is 
justifiable only because of the one-year 
variance limitation in the law of Iowa. 
Since there will be no substantive 
changes in the schedules set forth below 
and public hearings w r cre held on the 
complete schedule, there is no reason to 
require compliance with 40 CFR 51.6 
procedures at the time Iowa renews each 
variance. The schedules were immediate¬ 
ly effective on the date of adoption. An 
“Effective Date” is not indicated on the 
table. The “Variance Expiration Date” is 
Included instead. 

In the indication of proposed approval 
of Individual compliance schedules, the 
individual schedules are included by ref¬ 
erence only. In addition, since the large 
number of compliance schedules preclude 
setting forth detailed reasons for ap¬ 
proval of individual schedules in the Fed¬ 
eral Register, an evaluation report has 
been prepared for each individual com¬ 
pliance schedule. Copies of these evalua¬ 
tion reports are available for public in¬ 
spection at the Environmental Protection 
Agency Regional Office, 1735 Baltimore. 
Kansas City, Missouri. The compliance 
schedules and the State Implementation 
Plans are available for public Inspection 
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at the Environmental Protection Agency 
Regional Office; the Environmental Pro¬ 
tection Agency. Division of Stationary 
Source Enforcement. 401 M Street. 
Washington. D.C.; and the Iowa Depart¬ 
ment of Environmental Quality. 3920 
Delaware. Dee Moines. Iowa. 

Interested persons may participate In 
this rulemaking by submitting written 
comments In triplicate to the Region VII 
office at the above address. All comments 
submitted on or before April 21. 1975. 
will be considered. Receipt of comments 
will be acknowledged but substantive re¬ 
sponses will not be provided. All com¬ 
ments received, os well ns copies of the 
applicable implementation plan*, will be 
available for inspection during normal 
business hours at the Regional Office. 


The proposed rulemaking is issued un¬ 
der authority of section 110(a) of the 
Clean Air Act. as amended. (42 U.8.C. 
1857C-5). 

Dated: March 6.1975. 

JJEROME H. Svofts, 
Regional Admitiistrator. 

It is proposed to amend Part 62 of 
Chapter I. Title 40 of the Code of Fed¬ 
eral Regulations as follows: 

Subpart Q—Iowa 

1. In 1 52.825, the table in subpara¬ 
graph (e) Is amended as follows: 

g 52.825 Compliance Schedule*. 

• • • • • 

<c> • • • 


Iowa 


SUfutoUcKi 

Involved 


Adopted 


YariatM* 

expiration 


Hi Ik 

1 ■ H MM 


ScovUki Monti far (tiling Co., cnrmVco 
window and door division. RrttuUnf 
system (Item No. I). 

Kotoimon Kenanciry, lac.. Copolo.. 

Armour 4k Co. (th<* n my hound Carp.), 
button Naa. 1. 3, A. and 3. 

ntsullord Brothers * lillchhw Found¬ 
ry Co,, cupola. 

Green Products Co., alfalfa dohydnit* 
Iny plant. 

Or*- Iron Foundry Cr.rp M cupola- 

KrofTse d ve Foundry. use., cupola_ 

Farmers Mutual Cooperative Co* 
cyctoo* on tieodlvouw. 

Waf«fo Valley Crrantrty, It*.. wboy 
•pray dryer. 

BmdalDe Industries, Inr., viking 
pump dlvldon. sand dWv. 

RohlLu ConftrucUou Co., asphaltic 
concrete plant D. 

gpenctr Municipal Hospital, incin¬ 
erator. 

Norris Construction Co* Asphaltic 
concrete plant No. 'JfiQ. 

Iowa Road Bolldai Co., asphaltic cm- 
orrti! plant. 

OewMocd Constntetlon Co., osphalxie 
conrreta plant No. L 


Dubuque__ 


Council Bluffs.. 
City..— 


Waterloo_^ 

Conrad__ 


4.3tfJa Not. 14.1*74 June *),!V75 



Cedar Falls_■ 

LaTerte__- 


OUllIUWA._ 

Arnos.—. 

1*0 mod_ 


4 4(4) Feb. Ik 1075 
UCXlh ....do- 

4.4(4) Auf M9T4 

4.3(2)a Feb. 13.1 >73 


4.4(4) 

4.4(4) 

4.4(0) 


_do__ 

_do,._ 

_do........ 


4.3(9*.do-- 

4AC3)a_do_ 

4.4(2) -do- 

4.44).do...- 

4.4(2).do... 

4.4(2).do-— 

44<2) -do- 


Mar. 13,1973 
July 11,1973 

June 1,1975 

May 1, 1073 

Mar. 1M975 
Apr. 23,1975 
June 15,1975 

July 39,1975 

June 3,1975 

May 3X1975 

July 31,1967 

May lk 1975 

July 31,1975 

Apr. 15.1975 


|FR Doc.75-?217 Filed 3-2©~75;8.45 ami 


June 3k 1973 

Mar. 13,1973 
July 31.1975 

Jane 1,1975 

May 1,1975 

Mar. 15,1973 
Apr. 33,1973 
June 15,1073 

July 23,1975 

June 3,1974 

May 20,1975 

July 31,1975 

May Ik 1973 

July 31,1075 

Apr. 13,1975 


[ 40CFR Part 52] 

[FRL 347-2J 

IMPLEMENTATION PLANS 

Kansas: Approval and Disapproval of 
Compfianco Schedules 

On May 31. 1972 (37 FR 10842*, pur¬ 
suant to section 110 of the Clean Air Act 
and 40 CFR Part 51. the Administrator 
approved portions of State plans for im¬ 
plementation of the national ambient 
air quality standards, and on Septem¬ 
ber 22, 1972, In the Federal Register (37 
FR 19809), the Administrator promul¬ 
gated S 52.876 Compliance Schedules as 
a part of the Kansas Implementation 
Plan. 

The State of Kansas submitted to the 
Environmental Protection Agency com¬ 
pliance schedules as variances and en¬ 
forcement orders to be considered as pro¬ 
posed revisions to the approved plans 
pursuant to 40 CFR 51.6 and 40 CFR 51.7 
id) (2). 40 CFR 51.8 requires the Admin¬ 
istrator to approve or disapprove compli¬ 
ance schedules submitted by the 8tatcs. 


Therefore, the Administrator proposes 
the approval and disapproval of the com¬ 
pliance schedules listed below. 

The approvable schedules were adopted 
by the States and submitted to the En¬ 
vironmental Protection Agency after no¬ 
tice and public hearings In accordance 
with the procedural requirements of 40 
CFR 51.4, 51.6, and 51.7(d)(2), and the 
substantive requirements of 40 CFR 61.15 
pertaining to compliance schedules. The 
compliance schedules have been reviewed 
and determined to be consistent with the 
approved control strategics of Kansas. 

Each approved revision establishes a 
new date by which the individual source 
must comply with the applicable emis¬ 
sion limitation in the federally approved 
State Implementation Plan. Thts date is 
indicated in the table below, under the 
heading “Final Compliance Date.'* 

The following schedules are amend¬ 
ments to previously proposed compliance 
schedules: Colt Industries. Kansas City; 
Kiowa District Hospital, Kiowa; Kansas 
State University Health Center. Manhat¬ 


tan; Mlnneola District Hospital, Minneo- 
la; North Central Foundry. Enterprise; 
U.6.D. #247, Cherokee; and Walton 
Foundry Iola. 

The following are Orders issued to 
sources on previously approved vari¬ 
ances: McPherson County Highway De¬ 
partment, McPherson; and 8herwln- 
WDliains Chemicals, Coffeyville. 

The schedules proposed to be disap¬ 
proved in this notice fail to meet the 
requirements of 40 CFR 51.15(b)(1), in 
that the compliance schedules extend 
beyond the attainment date in the State 
Implementation Plan. 

In the Indication of proposed approval 
and disapproval of individual compliance 
schedules, the individual schedules are 
included by reference only. In addition, 
since the large number of compliance 
schedules preclude setting forth detailed 
reasons for approval or disapproval of 
individual schedules in the Federal 
Register, on evaluation report has been 
prepared for each individual compliance 
schedule. Copies at these evaluation re¬ 
ports are available for public inspection 
at the Environmental Protection Agency 
Regional Office, 1735 Baltimore. Kansas 
City, Missouri. The compliance sched¬ 
ules proposed to be approved or disap¬ 
proved, and the State Implementation 
Plans are available for public inspection 
at the Environmental Protection Agency 
Regional Office; the Environmental Pro¬ 
tection Agency, Division of Stationary 
Source Enforcement, 401 M Street, 
Washington, D C.; and the Kansas State 
Department of Health and Environment, 
Forbes Air Force Base, Building 740, 
Topeka. Kansas. 

Interested persons may participate in 
this rulemaking by submitting written 
comments in triplicate to the Region VH 
Office at the above address. All comments 
submitted on or before April 21, 1975, 
will be considered. All comments re¬ 
ceived, as well as copies of the applicable 
implementation plans, will be available 
for inspection during normal business 
hours at the Regional Office. 

This proposed rulemaking is issued 
under the authority of section 110(a) of 
the Clean Air Act, as amended. 42 U.S.C. 
18570-5. 

Dated: March 16. 1975. 

Jerome H. Svoke. 

Regional Administrator. 

It is proposed to amend Part 52 of 
Chapter t Title 40 of the Code of Fed¬ 
eral Regulations as follows: 

Subpart R—Kansas 

1. In | 52.876, the table in subpara¬ 
graph (c)(1) is amended by adding the 
following: 

§ 52.876 Compliance Schedule*. 

• • • • • 

(C) • • • 
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RrfdUUoti Dot* ErtwHr* Klimt 

Sourer Location iurolr«*d tidtrpud date cvtu£Utuu*j 


’>•10-1111 Jan. 24,1975 limtiwlJ*trl> June l, llfiS 

.Hll'ViA . do....-..do_ On. 

do..do. Jan. LW7* 

do,. .do.._ Apr. I5.1975 

do.—... .do.—...... Jaw* l, 1975 


2* 19-50 
2*44-30 
>19-JO A 


24-14-30 


AtirfU- 4 n Walnut trrprr liirln- Kim^OAClty 
emuir, 

Itrt'keif Construction Co., rotary IM tutor* 
dryer. 

McPbrmun County lUgljany Uc[>«rt- WcPheixw* 
incut, plant. 

Nationai Allallu iJdiydrullug A Atilt- l***lto> 
in*. jN’IIrt mill lift ryplane. 

Service Iran Foundry. nipolu WkhJlO. 

roll tnduntrtc). cupola ..— 

(‘core AIM!* Product «* llwnmrrtiiUI 

Mow* !>t*tiU t IlmHtal, tiirinrratcii 

K'aunAi State I’nlveidiy t troll h 
Outer. liM’Inrnitne. 

Mhmrola INritfftcl llo»|i4(*l, inrlmi 
■Apr, 

North Onlral Foundry. lw*% |TT*y 
tfnfi foundry cupola. 

8. A* V. Inr. open burning 

Walton l aundry, lor., copal* 

1U1.D. No. 247, (.’henakrr yradr 
erhoot Inrlnemlor 
Mr Cun* or bool I nr-l iterator 
8outhro»l lilth tiwtuemlnf 
Want mineral ptiule iiminerntnr 
Weir at t luidaner center iiiriitcralor 

2. In } 52.876, the table In subparagraph (c)(2) is amended by adding the 
following: 

§ 52.87<> Compliance Schedule*. 

• • * , • • • • • 
(C)*-* 


Kunsa i lly 

US w >vu 
jh 19 at ... 
*> 1950 

do...*.do..*~... 

Wb. 15.1975 

Iz-wln, 

>|950A — 

. .do___ Immediately.. 

July 

I, l‘»75 

Mow* 

... 

J5-UM1 

•1o.do . 

Do. 

Manhattan 

JM'Hfl 

do..do..*.. 

Mar. 15,1975 
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[ 40 CFR Part 52 ] 

|FRL 347-31 

IMPLEMENTATION PLANS 

Missouri: Approval of Compliance 
Schedules 

On May 31. 1972 <37 FR 10842). pur¬ 
suant to section 110 of the Clean Air 
Act and 40 CFR Part 51, the Adminis¬ 
trator approved portions of State plans 
for implementation of the national am¬ 
bient air quality standards. 

During January 1975. the State of 
Missouri submitted to the Environmental 
Protection Agency compliance schedules 
to be considered as proposed revisions to 
the approved plans pursuant to 40 CFR 
51.6. 40 CFR 51.8 requires the Adminis¬ 
trator to approve or dLsapprove com¬ 
pliance schedules submitted by the 
States. Therefore, the Administrator pro¬ 
poses the approval of the compliance 
schedules listed below*. 

The approvable schedules were adopt¬ 
ed by the States and submitted to the 
Environmental Protection Agency after 
notice and public healings in accordance 
with the procedural requirements of 
40 CFR 51.4 and 51.6 and the substan¬ 
tive requirements of 40 CFR 51.15 per¬ 


taining to compliance schedules. The 
compliance schedules have been reviewed 
and determined to be consistent with 
the approved control strategies of Mis¬ 
souri. 

Each approved revision establishes a 
new date by which the Individual source 
must comply with the applicable emis¬ 
sion limitation in the federally approved 
8tates Implementation Plan This date 
is indicated in the table below under the 
heading “Final Compliance Date.** In all 
cases, the schedules include incremental 
steps toward compliance with the appli¬ 
cable emission limitations. While the 
tables below* do not Include these interim 
dates, the actual compliance schedules 
do. The “Effective Date” column in the 
table indicates the date the compliance 
schedules become effective for purposes 
of federal enforcement. 

The schedule for CPC International. 
North Kansas City, is an amendment to 
a schedule previously published as a final 
approval on January 23. 1975 (40 FR 
3566>. 

In the indication of proposed approval 
of individual compliance schedules, the 
individual schedules arc included by ref¬ 
erence only. In addition, since the large 
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number of compliance schedules pre¬ 
clude setting forth detailed reasons for 
approval of individual schedules in the 
Federal Register, an evaluation report 
has been prepared for each individual 
compliance schedule. These evaluation 
reports are available for public inspec¬ 
tion at the Environmental Protection 
Agency Regional Office, 1735 Baltimore, 
Kansas City. Missouri. The compliance 
schedules proposed to be approved and 
the State Implementation Plans are 
available for public inspection at the 
Environmental Protection Agency Re¬ 
gional Office: the Environmental Protec¬ 
tion Agency, Division of Stationary 
Source Enforcement, 401 M Street, 
Washington. D.C.: and the Missouri De¬ 
partment of Natural Resources, State 
Office Building, Jefferson City. Missouri 
Interested persons may participate in 
this rulemaking by submitting written 
comments in triplicate to the Region VII 
office at the above address. All com¬ 
ments submitted on or before April 21, 


FEDERAL COMMUNICATIONS 
COMMISSION 

[ 47 CFR Parts 21,43* 61] 

(Docket No. 18020| 

DOMESTIC RADIO SERVICE 

Further Notice of Inquiry end Proposed 
Rule Making 

In the matter of establishment of poli¬ 
cies and procedures for consideration of 
applications to provide specialized com¬ 
mon carrier services in the domestic pub¬ 
lic point-to-point microwave radio sen - 
ice and proposed amendments to Parts 21, 
43 and 61 of the Commission’s rules. 

1. In this proceeding the Commission 
has promulgated rules and policy dealing 
with the establishment of competitive 
common carrier faculties for the provi¬ 
sion of private line or specialized com¬ 
munications < Issues A and B), the devel¬ 
opment of frequency conservation rules 
to prepare for the increased use of the 
radio spectrum (Issue C)/ and local dis¬ 
tribution facuities and frequencies (Issue 
E> / The only remaining Issue as yet un¬ 
resolved In this proceeding Involves the 
quality and reliability of service ‘Issue 
D). In context with competition among 
carriers for specialized services, the ques- 


i Sco First Report and Order , 2D PCC 2d 870 
(1971). 

• See Second Report and Order , 47 FCC 2d 
737 (1974). 


1975. wlU be considered. AU comments 
received, as well as copies of the appli¬ 
cable implementation plans, wiU be avail¬ 
able for inspection during normal busi¬ 
ness hours at the Regional Office. 

This proposed rulemaking is Issued 
under authority of section 110(a) of the 
Clean Air Act. as amended. 42 U.S.C. 
1857c-5. 

Dated: March 6.1975. 

Jerome H. 8vore. 

Regional Administrator. 

It is proposed to amend Part 52 of 
Chapter I. Title 40 of the Code of Federal 
Regulations as foUows: 

Subpart AA —Missouri 

1. In i 52.1335. the table in subpara¬ 
graph (a) Is amended by adding the 
f oUowing: 

8 52.1335 CompJinnrc Schcdtilr*. 

• • • • • 

(a) • • • 


tion here is whether some measure of 
protection to the subscribers is called for 
in the area of quality and reliability of 
service. 

2. In the Notice of Inquiry to Formulate 
Policy, Notice of Proposed Rule Making 
and Order (at paragraphs 62-65), 24 FCC 
2d 318 (1970), the Commission tenta¬ 
tively decided against prescribing mini¬ 
mum standards of technical perform¬ 
ance, but proposed to require of &U car¬ 
riers providing such services: 

(1) That the applicant specify In standard 
terminology in his microwave application 
the proposed reliability of service to the cus¬ 
tomer. to the extent that the nature of the 
proposed service Is known: 

(2) That the carrier be required to specify 
In his tariff, and notify the customer of, the 
precise reliability factors applicable to the 
particular service: 

(3) That the carrier make refunds on a 
reasonable proportionate basis where the 
service rendered foils to meet the specified 
reliability standards; and 

(4) That the carrier make periodic reports 

to the Communion concerning the reliability 
actually achieved, service complaints and 
refunds. — 

The Commission also requested com¬ 
ments on the development of standard 
statements of reliability quality factors 
for the various types of service, and on 
the contents of the proposed quarterly 
reports (paragraph 65). 

3. In response to that proposal there 
were no comments that addressed the 


matter in any depth, and at the Ume of 
the First Report and Order we noted that 
the issue had apparently been over¬ 
shadowed by Issues A and B. While we 
subsequently indicated plans to establish 
an industry advisory committee to con¬ 
sider Issue D, 30 FCC 2d 888 (1971), no 
further action was taken due to the 
higher priorities given to the resolution 
of Issue E and the processing and con¬ 
sideration of some 2500 applications for 
specialized common carrier microwave 
authorizations. However, now that many 
of these competing systems have been 
authorized and are in operation, the 
questions posed in Issue D have become 
more timely and in need of early resolu¬ 
tion/ Now that competitive systems are 
in actual operation, we should be pro¬ 
vided with valuable experience and in¬ 
sight not heretofore available. 

4. Under these circumstances, we be¬ 
lieve that the most appropriate method 
for moving forward toward resolution of 
Issue D is to seek additional comments, 
but more suitably focused by a number 
of questions. These questions are not in¬ 
tended to be all-inclusive, and where 
they lead to other questions, wc hope 
those commenting will address all rele¬ 
vant matters. Wc also wish to solicit the 
widest possible response, not only by 
carriers but by users and equipment sup¬ 
pliers as well. Upon receipt of the re¬ 
sponses to these questions, the Common 
Carrier Bureau staff may hold one or 
more Informal conferences to discuss 
various aspects of these matters with 
interested persons. 4 

5. While the concept of an advertised 
level of quality and reliability would 
seem to be straight forward, we realize 
that developing specific rules and stand¬ 
ards will be anything but simple. How¬ 
ever. our goal is not to impose over-com¬ 
plicated requirements but to arrive at ft 
reasonable policy designed to provide 
some indication to the potential cus¬ 
tomer of the performance that can be 
reasonably expected and thus to encour¬ 
age fair competition among competing 
carriers. 

6. Before proceeding to the questions 
it may be helpful to briefly discuss what 
is Intended by the terms ‘'quality and 
reliability.” It is easy from a conceptual 
point of view to make a distinction be¬ 
tween the two. Quality can be perceived 
of as being some amount—absolute or 
relative—of noise and/or error free 
transmission of information over a com¬ 
munications system/ whereas reliability 
may be thought of as the probability of a 
communications system performing its 


•Bee American Telephone and Telegraph . 
Docket No. 20388, released December 16, 1974 
(FCC 74-1370). 

* Public notice will be given of any such 
conferences. 

* The term •"quality” Is also used on occa¬ 
sion to refer to a characteristic of a commu¬ 
nication channel related to aize or capacity, 

• g. a 4 KH* channel offers more quality In 
the tnuiamlsekm of a voice signal than a 3 
KH* channe l. This measure of quality is not 
within our concern In this proceeding. 


Mmocii 


Source Location Regulation Dote adopted Effective *Ui* Final cam* 

Involved pllaooe date 


• • • • 

S-V Jan. 22, tU78 Immediately,. May 1.1V7S 

(»)..do..,.._do . Apr. S.IV7J 

S-Vl, 8-VUl_do..do _June 1.1,1275 

boiler*. 


i Regulation V and VI, air pollution control emulation* far Ufa Kiuum* City metropolitan area. 

| Fit Doc.76-7219 Filed 3-20-76:8:46 am] 


C1ardn«r-D«iver. Cupola UGmm.. 

CPC International, wet com fad North Kaneo* * 

F.mi?re uCtrirt Electric, coal-fired' Aelnwy. 
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Intended functions At the prescribed 
quality level. While these terms can be 
distinguished, they ore closely interde¬ 
pendent. One cannot easily apply a qual¬ 
ity standard if a system reliability stand¬ 
ard has not been met. On the other hand, 
a reliability standard becomes largely 
useless If the quality of service is ex¬ 
tremely poor. Therefore, as a practical 
matter we propose to treat these terms 
more or less as one concept for the pur¬ 
pose of discussing system performance. 

7. Responses to the following questions 
are solicited: 

(a) In what terms should quality and 
reliability bo expressed, for analog and dig¬ 
ital signals? (e.g. percent reliability, signal 
to noise ratio, bit error rate, error free sec¬ 
onds, etc.?) On what length of time should a 
reliability measurement be based? 

<b) Assuming that the terms differ for an¬ 
alog and digital, should they be a function of 
the type of transmission facilities, the tvpe of 
u* *«. or both? (For example. If digital facul¬ 
ties are used for voice transmission as well 
aa data, should the quality and reliability be 
expressed in terms appropriate for both voice 
and data?) 

(c) To what extent Is It advisable or neces¬ 
sary to standardlre the methods for deter¬ 
mining quality and reliability on a system- 
•wide basis? How difficult would it be to 
establish standards for calculation? What 
factors should be taken into consideration? 
What standardized methods could be 
Adopted? 

(d) Once quality and rellabUlty standards 
are established for a given system, what 
methods are available to the carrier to mon¬ 
itor the operation of the system to estimate 
He actual performance? 

(e) How practical would it be for a cus¬ 
tomer to determine what quality and rellabU¬ 
lty ho is actually receiving on an end to 
end circuit? Aro there any Inexpensive de¬ 
vices avaUablo that can monitor perform¬ 
ance on a circuit? 

(f) When two or more systems with dif¬ 
ferent performance standards are Intercon¬ 
nected, what Is the effect on the end to end 
service rendered to the customer? Whet 1* 
the effect of Interconnecting analog and 
digital faclUtles. of cable and radio? 

(g) What are the most Important system 
parameters that effect end to end perform¬ 
ance on two or more interconnected systems? 
How can overall performance be calculated 
and represented to the customer on such 
interconnected systems? Would the method 
of monitoring the performance of such In¬ 
terconnected faculties be any more difficult 
than it would for an integrated system? 

(h) Where refunds for Inferior service are 
appropriate, what should be the standard 
therefor in the case of voice transmission, 
data, or a combination of the two? Over what 
period of time should service be measured 
and refunds apply? 

(1) What efforts are currently being made 
by carriers to establish system standards of 
quality and reliability, to measure system 
performance according to such standards, 
and to advise the customer of expected per¬ 
formance? 

8. Authority for this Inquiry and pro¬ 
posed rule making is contained in sec¬ 
tions 4(1), 303 and 403 of the Commu¬ 
nications Act of 1934, as amended. All 
interested persons are invited to file writ¬ 
ten comments on these proposed rules 
on or before May 23, 1975.* In reaching 


•Due to the preliminary nature of this 
Notice and our desire to proceed promptly 
In this matter, we are not providing for reply 


its decision in this matter the Commis¬ 
sion may take into account any other 
relevant information before it in addi¬ 
tion to the comments invited by this no¬ 
tice. 

9. In accordance with the provision of 
11.419 of the Commission’s rules, an 
original and 14 copies of all comments, 
replies, pleadings, briefs, or other docu¬ 
ments shall be furnished to the Commis¬ 
sion. Responses will be available for pub¬ 
lic Inspection during regular business 
hours In the Commission’s Public Ref¬ 
erence Room at its headquarters in 
Washington. D.C, 

Adopted: March 11,1975. 

Released: March 18,1975, 

Federal Communications 
Commission, 

(seal] Vincent J. Mullins. 

Secretary. 

|FR Doc.76-7409 Filed 3-20-75:8:45 am| 

FEDERAL POWER COMMISSION 

[ 18 CFR Parts 3. 260 ] 

(Docket No, RM75-24 J 

CONTINUING INVESTIGATION OF ACT1VL 

TIES OF NATURAL GAS PRODUCERS 

AND PRODUCING AFFILIATES 

Proposed Rulemaking 

March 13, 1975. 

Notice is hereby given, pursuant to 5 
U.S.C. 553 and sections 4. 5. 8. 10. 14. 15. 
and 16 of the Natural Gas Act (52 8 tat. 
822. 823, 825. 826. 828. 829. 830; 76 Btat. 
72; (15 U.8.C. 717c, 717d. 717g, 7171, 
717m, 717n, 717o)), that the Federal 
Power Commission is considering the 
adoption of rules and regulations pro¬ 
viding for the systematic collection of 
data and information concerning pro¬ 
ducer and producing affiliate expendi¬ 
tures. exploration and development 
activities, reserve additions, production 
and revenues. All persons found by the 
Commission to be a '■'natural-gas com¬ 
pany’* within the meaning of the Na¬ 
tural Gas Act, and their Jurisdictional 
affiliates and subsidiaries as defined in 
18 CFR 157.40(a) (2) of the Commis¬ 
sion's regulations, would be required to 
complete, file and attest to the informa¬ 
tion solicited In the proposed report (At¬ 
tachment A. proposed FPC Form 64 *). 

The proposed form (Attachment A) 
consists of three schedules, with attach¬ 
ments. Schedule No. 1 includes the total 
expenditures made by producers for the 
entire United 8tates and various produc¬ 
tion areas for exploration and develop¬ 
ment of oil and gas by type of reservoir. 
Schedule No. 2 requests data on explora¬ 
tion and development activity for both 
the entire United States and certain 
specific production areas. Schedule No. 3 


comments In order to allow additional time 
for the preparation of more comprehensive 
comments. If any person believes that reply 
oomraenU are especially Important, they 
will be considered If they are filed within 
15 days of the date for filing comments. 

* Filed as part of the original document. 


details production, revenue, royalty and 
non-associated gas reserve data for the 
United States and the various production 
areas. 

The proposed form, FPC Form 64, is 
designed to provide information which 
will assist the Commission in the biennial 
review of the nationwide rate established 
in Opinion No. 693-H, and for all future 
6uch reviews. It will also aid the Com¬ 
mission in monitoring both gas producer 
expenditures, and revenue, leasing and 
drilling activity on an annual basis and 
it will also be of great value in determin¬ 
ing future adjustments to flowing gas 
prices. 

The starting point for any producer 
mtomnking determination made by this 
Commission is a consideration of the 
costs involved.* The importance of this 
element of a just and reasonable rate and 
the components thereof is set forth in 
our latest determination of the nation¬ 
wide rate.* The form proposed herein is 
specifically designed to provide the Com¬ 
mission with an independently verifiable 
source of information on producer ex¬ 
penditures. revenues, and leasing and 
drilling activity. Collection of this data. 
In conjunction with the material to be 
submitted on Forms 40 4 and 45/ will per¬ 
mit the Commission, in its biennial re¬ 
view of the nationwide rate, to rely, pri¬ 
marily. on Information submitted direct¬ 
ly to us and auditable by us, rather than 
to be forced to rely upon published data 
not open to close scrutiny. 

The proposed form requires the sub¬ 
mission of certain reserve data for the 
past ten years. The importance of this 
type of Information to a determination of 
productivity, which Is a vital component 
of the costing methodology employed In 
Opinion No. 699-H/ was set forth in our 
order promulgating Form 40/ The pro¬ 
posed form requires information for the 
past ten years, while Form 40 would In¬ 
clude only the initial reporting year. 
Since the definitions to be employed will 
be the same for both forms, the proposed 
form will not increase the burden placed 
on respondents by Form 40. and the re¬ 
sultant Information will be invaluable In 
providing the Commission with reliable 
data on productivity. 

Schedule No. 3 of the proposed form 
would Include reserve addition data for 


•Texaco tnc. v. F P.C., 417 U.8. 3B0 (1074). 

• Opinion No. 693-H. Opinion And Order On 

Rehearing Affirming In Part And Modifying 
In Part Opinion No. 699 And Oran ting fh 
Part And Denying In Part Petitions For Re¬ 
hearing. Docket No. R-389-B. - FTC. 

-. mlmeo at 13-34 (Issued December 4, 

1974). (hereinafter Opinion No. 690-H) 

•Order No. 526. Natural Oas Companies 
Annual Report Of Proved Domestic Gas Re¬ 
serves: FPC Form No. 40, Docket No. RM74- 

16. —— F.P.C. - (Issued February 25, 

1075). (hereinafter Order No. 526) 

•Order No. 521, Investigation Of Rates 
Charged For Non Jurisdictional 8ales of Na¬ 
tural Qos By Natural Gas Companies Subject 
To The Jurisdiction Of The Federal Power 

Commission. Docket No. RM74-12,-F P.C. 

-(Issued January 9. 1975). 

• Opinion No. 699-H. mlmeo at 10-27. 

T Order No. 626, mlmeo at 8-9. 
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the entire United States and also for six 
production areas: (1) Appalachian And 
Illinois Basins. (2) Rocky-Mountain 
Areas, (3) Offshore Federal Domain. (4) 
wells drilled In water greater than 250 
feet deep. (5) wells drilled onshore 
below 15,000 feet, and (6) Alaska. 

The deepening national crisis and 
shortage of alternate domestic energy 
sources compels the Commission to un¬ 
dertake continuing, broadly based in¬ 
vestigations of all facts and circum¬ 
stances surrounding and underlying the 
Commission’s ratemaking functions es¬ 
tablished in sections 4 and 5 of the Na¬ 
tural Gas Act. Natural gas is a vital ele¬ 
ment in the nation's energy base, ac¬ 
counting for over forty percent of do¬ 
mestic energy production and over fifty 
percent of industrial energy consump¬ 
tion. Because natural gas Is the cleanest 
burning fossil fuel, it is a premium fuel 
having minimal adverse effect on the 
physical environment. The deepening 
natural gas shortage and critical short¬ 
ages of alternative fuels require the Com¬ 
mission to pursue any and all steps neces¬ 
sary to insure that the public has an 
adequate supply of natural gas available 
at the lowest price consistent with pro¬ 
viding the necessary incentives to elicit 
that supply.* * 

A determination of the nature and 
scope of information collection by the 
Commission Is necessary and appropriate 
to the fullfUment of the statutory obliga¬ 
tions prescribed by sections 4 and 5 of 
the Act to establish Just and reasonable 
rates for natural gas sales.* 

Timely information on natural gas 
producer and producer affiliate expendi¬ 
tures, exploration and developmental ac¬ 
tivities. reserve additions, and revenues is 
not collected by any government agency 
on a comprehensive and correlated basis. 
The proposed rules and regulations es¬ 
tablished herein are designed to provide 
the Commission with a continuous flow 
of current information to be used in 
evaluating the efficacy and consequences 
of rates established by the Commission. 

Any information submitted to the 
Commission pursuant to this rulemak¬ 
ing. if adopted, would be subject to audit 
by the Commission staff upon reasonable 
notice by the Commission. Upon such 
grounds as the Commission may deter¬ 
mine as prudent and necessary, the re¬ 
quirement of notice may be waived by the 
Commission on an ex parte basis, and 
company books, papers, records, and re¬ 
lated material shall be produced upon 
demand by properly identified Commis¬ 
sion representatives. All schedules sub¬ 
mitted pursuant to this rulemaking 
would be sworn to by an appropriately 
authorized officer of the Arm submitting 

•The natural gas shortages have been Ju¬ 
dicially recognized. e.g., FP.C. v. Louisiana 
Power St Light Co., 406 US. 621 (1072): 
Placid Oil Company, ei al. ▼. FJ>.C.. 483 F.2d 
880 ( 5th Clr. 1073), certiorari granted tub 
nom. Mobil Oil Corporation, et al. v. F.P.C., 
Nos. 73—437, et al.. January 14. 1074: Shell Oil 
Company v. FP.C. 484 F2d 460 (1073). 

• The Commission regulates sales of natural 
gas In Interstate commerce for resale. Phillip* 
Petroleum Co. r. Wisconsin, 847 UJ3. 672 
(1954). 


the questionnaire as a true, complete, 
and accurate response to the data re¬ 
quested to the best of that officer’s and 
firm's information, knowledge, and belief. 

The information solicited under this 
rulemaking for proposed rules and regu¬ 
lations would be made on FPC Form No. 
64, which the Commission also proposes 
to adopt In order to insure uniformity 
and completeness In the reporting of in¬ 
formation on producer and producer af¬ 
filiate expenditures, exploration and de¬ 
velopmental activities, reserve additions, 
production and revenue. The specific 
data that would be acquired by the Com¬ 
mission is set forth in Attachment A at¬ 
tached hereto in schedule Nos. 1, 2, and 
3 thereof. along with definitions and pro¬ 
cedures to be employed in completing 
these schedules. 

The definitions to be employed in tills 
survey are those In common usage in 
the natural gas industry. Reserve addi¬ 
tions, for example, would be defined as 
that term is used by the American Gas 
Association, which collects such data lor 
the publication of its annual surveys. 

The utilization in the proposed survey 
of well established definitions commonly 
employed In the industry decreases the 
possibility of a misunderstanding of the 
directions, thereby avoiding a variation 
in results. The purpose of tills procedure 
Is so that little or no modification 
of business recordkeeping would be 
required. 

Any interested person may submit to 
the Federal Power Commission. Wash¬ 
ington, DC, 20426, not later than 
April 30,1975, data, views, and comments 
or suggestions in writing concerning the 
proposed form. Written submittals will 
be placed in the Commission's public files 
and will be available for public Inspec¬ 
tion at the Commission’s Office of Pub¬ 
lic Information, Washington, D.C. 20420, 
during regular business hours. The Com¬ 
mission will consider all such written sub¬ 
mittals before acting on the matters 
herein proposed. An original and 14 con¬ 
formed copies should be filed with the 
Secretary* of the Commission. Submis¬ 
sions to the Commission should indicate 
the name. title, and moiling address of 
the person to whom correspondence in 
regard to the proposal should be ad¬ 
dressed and whether the person filing 
them requests a conference with the 
Staff of the Federal Power Commission 
to discuss the proposed form. The Staff, 
in its discretion, may grant or deny re¬ 
quests for conference. 

The proposed amendments to Parts 3 
and 260 would be Issued under the au¬ 
thority granted the Federal Power Com¬ 
mission by the Natural Gas Act, as 
amended, particularly sections 4, 5, 8. 10. 
14, 15, and 16 (52 Stat. 822, 823. 825, 826, 
828, 829, 830 : 76 Stat. 72: (15 U.S.C. 717c, 
717d, 717g, 7171. 717m, 717n, 717o)). 

1. Accordingly, the Federal Power 
Commission proposes to amend Part 260, 
Statements and Reports (Schedules), In 
8ubchapter G—Approved Forms. Natu¬ 
ral Gas Act, Chapter I, Title 18 of the 
Code of Federal Regulations by adding 
new 8ection 260. —. prescribing new 


FPC Report Form No. 64, Report of Pro¬ 
ducer Expenditures, Exploration and De¬ 
velopment Activity, and Production and 
Revenues in the form set out in Attach¬ 
ment hereto. New 8ection 260. —. will 
read: 

§ 260. _. Form No. 6*4, Report Of Pro¬ 
ducer Expenditure*, Exploration And 
Development Activity, Production 
And Revenue*. 

<a) The form of Report of Producer 
Expenditures. Exploration and Develop¬ 
ment Activity, Production and Revenues 
as FPC Form No. 64. Is prescribed. 

(b) Each person found by the Commis¬ 
sion to be a "natural-gas company” 
within the meaning of the Natural Gas 
Act, and their Jurisdictional affiliates and 
subsidiaries as defined in 18 CFR 157.40 
(a)(2) of the Commission’s regulations, 
shall annually prepare and file with the 
Commission an original and three copies 
of Report of Producer Expenditures, Ex¬ 
ploration and Development Activity, Pro¬ 
duction and Revenues, FPC Form No. 64. 
The report for the calendar year ending 
December 31, 1974. shall be filed by 
June 30, 1975, and the report for each 
calendar year thereafter ending Decern-, 
ber 31 shall be filed by March 31 of the 
following year. 

2. Further, it Is proposed to amend 
$ 3.170(a) (27) of Part 3. Organization: 
operation; information and requests; 
miscellaneous charges; ethical stand¬ 
ards, Subchapter A —Oeneral Rules, 
Chapter I, Title 18 of the Code of Fed¬ 
eral Regulations to read as follows: 

§ 3.170 Approved form*, dr, 

(a) The following is a list of approved 
forms, statements, and reports, under the 
Natural Gas Act, descriptions of which 
have been published in subchapter G, 
parts 250 and 260 of this chapter. 

• • • • • 

(27) Form No. 64. Report of Producer 
Expenditures, Exploration and Develop¬ 
ment Activity, Production and Revenues 
of each person found by the Commission 
to be a "natural-gas company” within 
the mcanipg of the Natural Gas Act, and 
their jurisdictional affiliates and subsid¬ 
iaries as defined in 18 CFR 157.40(a) (2) 
of the Commission’s regulations. (Section 
260. —. of this Chapter) 

The Secretary shall cause prompt pub¬ 
lication of this notice to be made in the 
Federal Register. 

By direction of the Commission* 

Mart B. Kidd, 
Acting Secretary. 

|FR Doc.75-7378 Filed 3-20-75; 8:45 ftin| 


[18 CFR Part 141] 

(Docket No. RM75-18| 

ELECTRIC UTILITY QUESTIONNAIRE 

Plans and Costs for Meeting Current 
Air Pollution Standards 

February 21, 1975. 

Take notice that, pursuant to 5 U-S.C. 
553 and sections 202, 301, 304(a), 309 
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and 311 of the Federal Power Act (49 
Stat. 848, 849. 854. 855-858, 858. 859; 67 
Stat. 461; 16 U.S.C. 824a, 825, 825c(c>, 
825h, 825j), the Federal Power Commis¬ 
sion proposes to enact FPC Form No. 
67A, a questionnaire to be filed annually 
by appropriate utilities In order to create 
a comprehensive source of information 
and body of data on the existence, opera¬ 
tion and cost of pollution control equip¬ 
ment for the removal of particulate mat¬ 
ter and sulfur oxides at utility plants, 
and on the probable cost of alternative 
methods for meeting National Ambient 
Air Quality Standards. 

The proposed amendment to Part 141 
of the Commission’s Approved Forms 
under the Federal Power Act would be 
issued under the authority granted the 
Federal Power Commission by the Fed¬ 
eral Power Act, as amended, particularly 
sections 202, 301, 304(a), 309, and 311 
(49 Stat. 848. 849. 854. 855-856. 858, 859; 
67 Stat. 461; 16 U.S.C. 824a, 825. 825c 
(c). 825h, 825J). 

Accordingly, it is proposed to amend 
Part 141, Statements and Reports 
(Schedules). in Subchapter D—Approved 
Forms, Federal Power Act. Chapter I. 
Title 18 of the Code of Federal Regula¬ 
tions by adding a new 9 141.62 prescrib¬ 
ing new FPC Form No. 67A, Plans and 
Costs for Meeting Current Air Pollution 
Standards, in the form set out in attach¬ 
ment A hereto. New 9 141.62 will read: 

§ 141.62 Stfam<lrrtric air quality con¬ 
trol data fur meeting current stand¬ 
ards. 

(a) This Form Is designed to secure 
information on the existence, operation 
and cost of pollution control equipment 
for removal of particulate matter and 
sulfur oxides at utility plants, and on the 
probable cost of alternative methods for 
meeting National Air Quality Standards. 

(b) Each steam electric utility plant 
at least 25 megawatts capacity which 
bums coal oil and which will commence 
operation before January 1. 1981 shall 
submit in sextuplct this form before 
May 1. 1975. 

Declining supplies of natural gas 
available for electric utility boiler use, 
electric utility industry Inability to de¬ 
velop nuclear power plant capacity in 
accordance with previously published 
schedules, and our national need to de¬ 
crease our dependence upon foreign oil 
imports have led to Increased industry 
reliance upon coal as a fuel source to 
meet demands. Inadequate supplies of 
low-sulfur coal have resulted tn In¬ 
creased electric utility Industry con¬ 
sumption and utilization of coal with 
higher sulfur content, necessitating the 
implementation of particulate matter 
and sulfur oxide emission control and 
removal plans and hardware by electric 
utilities in order to comply with National 
Ambient Air Quality Standards and 
State Implementation Plans on a timely 
basis. 

Review of data responses gathered 
from various diverse sources suggests 


that the existing information at hand on 
the existence, operation and cost of such 
equipment and planning is fragmentary, 
incomprchenslve and incomplete, 
thereby underscoring the need for de¬ 
velopment of a comprehensive source of 
information and body of data to examine 
future utility emission control plans and 
costs. In addition to the Commission, the 
Environmental Protection Agency, the 
Federal Energy Administration, and 
othir Federal, State and local govern¬ 
ment agencies will have full access to in¬ 
formation submitted in response to FPC 
Form 67 A, encompassing all steam- 
electric plans of at least 25 megawatts 
capacity which bum coal and oil, and 
are presently in operation or will com¬ 
mence operation before January 1, 1981. 
Completed forms arc to be submitted In 
sextuplct to tlie Commission before May 
1, 1975. 

Any interested person may submit to 
the Federal Power Commission. Wash¬ 
ington, D.C. 20426, not later than April 
7, 1975, data, views, comments or sug¬ 
gestions in writing concerning all or part 
of the amendments proposed herein. 
Written submittals will be placed in the 
Commission’s public files and will be 
available for public inspection at the 
Commission’s Office of Public Informa¬ 
tion, Washington, D.C. 20426, during reg¬ 
ular business hours. An original and 14 
conformed copies should be filed with 
the Secretary of the Commission. Sub¬ 
mittals to the Commission should Indi¬ 
cate the name, title, mailing address and 
telephone number of the person to whom 
communications concerning the proposal 
should be addressed, and whether the 
person filing them requests a conference 
with the Stall of the Federal Power 
Commission to discuss the proposed 
amendments. The Stair, in its discretion, 
may grant or deny requests for con¬ 
ference. The Commission will consider 
all such written submittals before acting 
on the matters herein proposed. 

The Secretary shall cause prompt pub¬ 
lication of this notice to be made in the 
Federal Register. 

By direction of the Commission. 

Kenneth F. Plumb, 
Secretary . 

|FR Doc.75-7503 Filed 3-19-75; 10:54 ami 

NATIONAL SCIENCE FOUNDATION 

[ 45 CFR Part 650 ] 

DISPOSITION OF RIGHTS IN INVENTIONS 
Notice of Proposed Rule Making 

Notice is hereby given that Part 650 of 
Title 45 of the Code of Federal Regula¬ 
tions Is proposed to be amended as set 
forth below. 

The proposed amendment provides for 
certain limitations on the use of Founda¬ 
tion funds for further development of 
Inventions made in the course of or 
under Foundation awards in cases where 
the inventing organization has been al¬ 


lowed to retain prlcipal rights In such 
inventions. 

Interested persons arc invited to sub¬ 
mit written comments on these regula¬ 
tions to the Dire ctor, National Science 
Foundation. ATTN: Office of the General 
Counsel, Washington, D.C. 20550, by 
May 30, 1975. 

It is proposed that Chapter VI, Part 
650 of Title 45 of the Code of Federal 
Regulations be amended as follows: 

PART 650—PATENTS 

1. Section 650.8(c) is amended by add¬ 
ing the following after subsection <5> 
and renumbering subsection (6) as sub¬ 
section <7>. 

§ 630.8 [Amended] 

• • • • • 

(C) • • • 

(6) include a provision similar to that 
set forth In f 650.9(c) (2); and 


2. Paragraphs (2) and (3) of 9 650 9 

(c) are renumbered (3) and (4) respec¬ 
tively. A new paragraph (2) is added as 
follows: 

§650.9 [Amended] 

• • • • • 

(c) • • • 

(2) Tlie willingness of a grantee to 
assume the costs and risks associated 
with the bringing of an invention to the 
point of practical application is a signifi¬ 
cant factor Influencing most deter¬ 
minations that the grantee should be al¬ 
lowed to retain principal rights in an 
invention made under the award. Con¬ 
sequently, a provision limiting the use of 
Foundation funds for further develop¬ 
ment of such inventions will normally be 
Included as a condition of each such de¬ 
termination. For this purpose, a provi¬ 
sion such as the following shall be used: 

(i) Unless specifically approved by the 
Grants and Contracts Officer, the grantee 
shall not use funds provided by the 
Foundation fpr performing development, 
engineering, or design work directed to¬ 
ward a commercial embodiment of the 
invention. 

(11) Paragraph (c) (2) (1) of this sec¬ 
tion shall* not apply to efforts made to 
Improve the invention for the primary 
purpose of enhancing its utility in con¬ 
nection with scientific research con¬ 
ducted by the grantee. Further to the ex¬ 
tent that the work statement in the 
award or proposal upon which the 
award was based clearly specifies a line 
of research to be pursued, paragraph 
(c) (2) (1) of this section shall not apply 
to the pursuance of such research. 

3. In the last paragraph of 9 650.9(c) 
(4) (previously 9 650.9(c)(3)) delete (2) 
and substitute (3) therefor. 

Dated: March 14, 1975. 

H. Guyeord Stever. 

Director. 

| FR Doc.75-7391 Filed 3-20-75:8:45 am] 
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DEPARTMENT OF DEFENSE 

Department of the Air Force 

USAF SCIENTIFIC ADVISORY BOARD 
Meeting 

March 18. 1975. 

The USAF Scientific Advisory Board 
Study Group on Management and Sup¬ 
port of Air Force Command, Control, and 
Communications will hold a meeting at 
Andrews Air Force Base. Maryland. The 
dates and times are as follows. 

April 2, 1975,8:30am.-d 00 pjn. 

April 3.1975. 8:30 a.m.-2:30 p m. 

The Study Group will receive classified 
briefings, conduct internal planning, and 
review proprietary information on mat¬ 
ters listed In 5 U.S.C. 552(b) (l>,(4>.and 
(5) on April 2. 1975, and on April 3. 1975. 
from 8:30 a.m. to 12:00 p.m. From 1:15 
p.m. to 2:30 p.m. on April 3. 1975. the 
Study Group will receive unclassified in¬ 
formational briefings, and this session 
will be open to the public. Persons wish¬ 
ing to attend the open session must make 
reservations with MLss Hall, 301-981- 
4215. by March 31. 1975. Written state¬ 
ments may be filed with the Study Group 
Secretariat by interested individuals at 
the meeting on April 3.1975. 

The requirement for the study was 
established by the Secretary of the Air 
Force on March 12. 1975, with a request 
for completion within 45 calendar days. 
In order to hold approximately four sep¬ 
arate meetings and to have all Individ¬ 
uals who are serving on the Study Oroup 
be able to attend. It Is necessary to give 
less than 15 days notice for this meeting. 

For further Information, contact the 
USAF Scientific Advisory Board Secre¬ 
tariat on 202-697-4811. 

James E. Dacwkll. 

Chief. Documentation Manage¬ 
ment Branch . Directorate of 
Administration . 

(FR Doc.75-7421 Piled 3-20-75:8:45 am] 


Department of the Navy 

NAVY RESALE SYSTEM ADVISORY 
COMMITTEE 

1974 Report of Closed Meeting 

Under section 10(d) of the Federal Ad¬ 
visory Committee Act, the Navy Resale 
System Advisory Committee filed its 1974 
Reports of Closed Meetings of the Navy 
Resale System Advisory Committee with 
the Library of Congress pursuant to the 
requirements of section 13 of the Federal 
Advisory Committee Act (5 U.S.C. App. 
I). 

Any person desiring to review the Re¬ 
port may visit the Library of Congress, 
Exchange and Gift Division. Federal Ad¬ 


visory Committee Desk, Washington, 
D.C. Copies of the Reports and addi¬ 
tional information may be obtained by 
addressing requests as follows: 

Navy Resale System Advisory Committee Co¬ 
ordinator (Code: PL) 

Navy Resale System Office 
29th 8treet and 3rd Avenue 
Brooklyn, New York 11232 

Dated: March 17,1975. 

William O. Miller, 

Rear Admiral . JAGC. U.S. Navy. 
Deputy Judge Advocate General. 

I PR Doc.75-7362 Filed 3-20-75:8:46 ami 


Office of the Secretary 

DEFENSE SCIENCE BOARD TASK FORCE 

ON “SPECIFICATIONS AND STANDARDS 

IMPROVEMENT* 

Advisory Committee Meeting 

Pursuant to the provisions of Pub. L, 
92-463. effective January 5, 1973, 

notice is hereby given that the Defense 
Science Board Task Force on “Specifica¬ 
tions and Standards Improvement” will 
meet In open session on Thursday and 
Friday 17-18 April 1975 In Room 203A, 
Building 45. Defense Electronics Supply 
Center, Wilmington Pike. Dayton, Ohio. 

The mission of the Defense Science 
Board is to advise the Secretary of De¬ 
fense and Director of Defense Research 
and Engineering on overall research and 
engineering and to provide long range 
guidance In these areas to the Depart¬ 
ment of Defense. 

The primary responsibility of the Task 
Force is to provide an evaluation of cur¬ 
rent DoD Specifications and Standards 
and the related DoD organization, system 
and procedures to serve as a basis for 
DoD policy decisions to reduce costs In 
systems/equipment design and acquisi¬ 
tion. 

At this meeting, the Task Force will 
devote discussions to Parts Standardiza¬ 
tion in Weapons Systems. Discussion will 
Include parts specifications and stand¬ 
ards, their Impact on weapon system 
costs; ports control programs; non¬ 
standard parts approval: industry/com¬ 
pany parts standardization programs: 
and DoD parts organization involved in 
development, maintenance and Lssuancc 
of parts specifications and standards. 

Attendees outside of Task Force mem¬ 
bers will be admitted as observers to the 
proceedings. With time permitting and 
at the discretion of the Chairman, a 
specified but limited time will be allotted 
so as to permit observers to comment, 
make recommendations, take issue, or 
otherwise speak with respect to the sub¬ 
jects. Observers will be asked to leave 
during executive sessions. 


Due to the limited time and space 
availability. It Is requested that persons 
Interested In attending the DSB Task 
Force meeting provide written notice to 
the address listed below. Notice should 
Include Information with respect to in¬ 
terest and degree of participation. 

Mr. Lester Fox. Director 

Defense Materiel Specifications and Stand¬ 
ards Office 
Cameron Station 
Alexandria, Virginia 22314 

Telephone inquiries may also be made 
to Mr. Fox at (202) 274-7061 

Maurice W. Roche, 
Director, Correspondence and 
Directives , OASD (Comp- . 
troller). 

March 18. 1975. 

[FR Doc.75-7444 Filed 3-20-76:8:45 am| 


DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

lNev-061742) 

NEVADA 

Proposed Withdrawal of a Portion of the 
Sheldon Antelope Range from Mineral 
Entry 

Correction 

in FR Doc. 75-5253 appearing at page 
8368, In the issue for Thursday, Febru¬ 
ary 27. 1975 the first line of the co¬ 
ordinates under Mount Diablo Meridian 
was omitted, it should read “T. 45., R. 22 
E.'\ 


| INT FES—75-37) 

OUTER CONTINENTAL SHELF OFFSHORE 
CENTRAL GULF OF MEXICO 

Availability of Final Environmental Impact 

Statement Regarding Possible Oil and 

Gas Lease Sale 

Pursuant to section 102(2) <C) of the 
National Environmental Policy Act of 
1969, the Department of the Interior has 
prepared a final environmental Impact 
statement relating to a possible Outer 
Continental Shelf general oil and gas 
lease sale of 594 tracts of submerged 
lands on the Outer Continental Shelf in 
the Central Gulf of Mexico. 

Single copies of live final environ¬ 
mental statement can be obtained from 
the Office of the Manager. Gulf of Mex¬ 
ico Outer Continental 8helf Office, Bu¬ 
reau of Land Management, Suite 3200, 
The Plaza Tower. 1001 Howard Avenue, 
New Orleans, Louisiana 70113. and from 
the Office of Public Affairs, Bureau of 
Land Management (130), Washington. 
D C. 20240. 

Copies of the Anal environmental 
statement will also be available for pub- 
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Uc review in the main libraries in the 
following cities: New Orleans, Baton 
Rouge, and Lafayette. Louisiana; Gal¬ 
veston and Houston. Texas; Mobile, Ala¬ 
bama; and Gulfport, Mississippi. 

Curt Berklukd, 

Director, 

Bureau o/ Land Management . 

Approved: March 19.1975. 

Roland O. Robinson, Jr. 

Deputy Assistant Secretary 
of the Interior . 

(Fit Doc.75-7610 Piled 3-20-75:8:48 am) 


Fish and Wildlife Service 
ENDANGERED SPECIES PERMIT 
Receipt of Application 

Notice Is hereby given that the follow¬ 
ing application for a permit is deemed 
to have been received under section 10 
of the Endangered Species Act of 1973 
(Pub. L. 93-205). 

Applicant: Mr. Stephen A. M. Jovlclch, 
1658 W. Main (Apt. #1). Houston. Texas 
77006. 
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Steyhon W. Jovtcfch 


165 W. Main. Apt. No. 1. 
Houston. TBs. 77006, 
November 15,1974, 

DnuccToft, Bubkau or 8row Pisuxxxxa and 
W nja-iTB. VS. Department of the in¬ 
terior, Washington, D.C. 20240. 

D*a* 8n: lam requesting a permit to im¬ 
port two individual St. Lucia parrots (Ama¬ 


sons versicolor), one male and one female 
for the purpose of propagation. 

Permission to export these birds has been 
received from the St. Lucia government, a 
copy of which was sent to you in Mrs. 
Nichols* letter of 18 October 1974. The birds 
will be nestlings taken during the 1075 
breeding season. They will be removed from 
the wild in the manner suggested In Dr. 

Nichols’ letter to Mr. Compton. 


These birds will be part of the US. phase 
of the SAFE project for the propagation of 
endangered Leaser Antillean birds. Provi¬ 
sions must be made In the event that they 
are not a true pair, male and female, or In 
case of the death of one of them. If no addi¬ 
tional A. versicolor can be found in the UJ3-. 
the parrots will be sent to Jersey Wildlife 
Preservation Trust which la responsible for 
the European phase of this SAFE project. 

The birds will be kept In the facilities 
described to you In Mrs. Nichols' letter of 
18 October 1274. Care for these birds will 
be performed by Mrs. Nichols, her husband, 
and myself. They have worked with A mo¬ 
ron a guildingii (from 81, Vincent) for sev¬ 
eral years and are responsible tor the first 
breeding of these birds at the Houston Zo¬ 
ological Gardens. Their other qualifications 
have been noted in tbelr letters to you. I 
have worked with parrots for much of my 
three years at the Houston Zoological Gar¬ 
dens some of this time spent specifically car¬ 
ing for the A. gvildingii there. Mrs. Nichols 
and her husband will be responsible for all 
decisions concerning the care of these par¬ 
rots and for keeping a studbook for the spe¬ 
cie*. All effort will be made to co-operate 
with any other owners of A. versicolor (who 
we are seeking at present) In a manner 
which will best benefit the species. 

Once captured on the island the parrots 
will ride with me to Houston In a stout 
carrier In the seat next to me. Insofar as 
airline regulations permit. Depending on 
flight connections the birds and I may lay 
over on the way back, spending the night 
in a room of the Miami Airport HoteL The 
birds will have seeds available to them In¬ 
side their compartments at all times except 
when coming through US Customs, and 
would be offered water at all transfers be¬ 
tween planes, and when lack of air turbu¬ 
lence permits while on the airplane. I will 
be responsible for seeing that the birds un¬ 
dergo proper U8. Agriculture quarantine. 
Once completed the birds will then be kept 
In the facilities described In the Nichols* 
letter which I mentioned earlier. 

Any parrots which might be raised from 
these two A. versicolor will be the property 
of Dr. and Mrs. Nichols and will be either: 

1) Kept for them to work with. 

2) Sent to Jersey Wildlife Preservation 
Trust 

3) Placed with appropriately qualified co¬ 
operating boos or private avlculturtsts. or 

4) Returned to St. Lucia for the re pop il¬ 
lation efforts as Dr. and Mrs. Nichols decide 
Insofar as Is allowed by your regulations. 

In any event no first generation offspring 
will be sold. 

I stated In my letter of 28 September 1974 
that In case of my death the parrots will be¬ 
come the property of Mrs. Nichols or her 
husband. In case of the death of all three 
of us or in cose Dr. and Mrs. Nichols should 
not be able to care for the parrots they win 
have made arrangements that the parrots 
will either be: 

1) Returned to the wild on St. Lucia. 

2) Returned to avlculturtsts in the Lesser 
Antilles, or 

3) Sent to uoos or private avfcuHurlste 
prepared to care for them, most probably 
Jersey Wildlife Preservation Trust. 

Sincerely. 

Stohin A. M. Jovictcjf. 

Documents and other Information 
submitted In connection with this ap¬ 
plication are available for public Inspec¬ 
tion during normal btislness hours at the 
Service’s office hi Suite 600. 1612 K 
Street NW.. Washington. D.C. 

Interested persons may comment on 
this application by submitting written 
data, views, or arguments, preferably In 
triplicate, to the Director (FWS/LE). 
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Pish and Wildlife Service, Past Office Box 
19183, Washington, D.C. 20036. All rele¬ 
vant comments received within 30 days 
of the date of publication will be con¬ 
sidered. 

Dated: March 17. 1975. 

C. R. Bavin, 

Chief ► Division of Law Enforcement, 

U.S. Fish and Wildlife Service. 

|PR Doc.75-7295 Piled 3-30-75:8:45 am] 


7710 Vai.let View Law*. 
Houston, Tkx. 77000. 
November 7. 1974 . 

Discerns. Buses u or Stout Fuhkuki and 
Wildlife. US. Department or the In¬ 
terior. Washington. D.C. 20240. 

Dear Sir: I request permission to Import 
two Individuals of an endangered species. 
Amazon# imperiaiis of Dominica, for pur¬ 
poses of propagation. 

I have read Pub. L. 93-205, 50 CPR Part 
10, 50 CFR Part 13. 50 CPR 17. and Prohibi¬ 
tions and Permits under the Endangered 
Species Act of 1973 and believe that all In- 


ENDANGERED SPECIES PERMIT 
Receipt of Application 

Notice is hereby given that the follow¬ 
ing application for a permit is deemed 
to have been received under section 10 
of the Endangered Species Act of 1973 
(Pub. L. 93-205). 

Applicant: Mr. Gregory Scott Gray, 7710 
Valley View Lane. Houston. Texas 77036. 


formation required for a permit has already 
been sent to you by Holly A. J. Nichols or 
wilt be contained in this letter. 

I have been a Keeper at the Bird Depart¬ 
ment of the Houston Zoological Gardens for 
three years Much of this time has been spent 
working with parrots. 

Next spring and summer I will be on 
Dominica for three to four months study¬ 
ing the ecology of Amazon# imperiaiis and 
Amazon# arausiaca as a participant in the 
SAPE project on the Lesser Antillean ama- 
aons under the direction of Holly A. J. Nich¬ 
ols. I believe that on Monday. 23 September 


Mr*. Nichols personally gave Mr. Earl B. 
Bayslngev some Information In the form of 
a letter dated 23 September, about this proj¬ 
ect and my request. I believe most of the 
questions about my application should be 
answered in Mrs. Nichols* letter and the sup¬ 
porting material she included with her let¬ 
ter, of which I have copies and believe is 
accurate. 

The parrots would be taken from the wild 
In the manner mentioned In Dr. Nichols’ 
letter to the Chief Forestry Officer of 
Dominica, a oopy of which was Included with 
Mrs. Nichols* letter of 23 September. They 
would ride back to Houston with me, caged 
In a stout wood and wire carrier which I will 
have a Dominican carpenter construct. In 
so far as airline regulations permit they 
would ride in the cabin In their own seat 
next to me. Depending an flight connections 
the birds and I might lay over on the way 
back, sponding the night in a room or the 
Miami Airport Hotel. Tho birds would have 
seeds available to them Inside their com¬ 
partments at all times except when coming 
through U3 Customs, and would be offered 
water at all transfers between planes and 
when lack of air turbulence permits while 
on the planes. 

I will be responsible for seeing that the 
bird* undergo proper U.8. Agriculture and 
HEW quarantine. Upon completion of quar¬ 
antine I will keep the parrots In the facili¬ 
ties previously described to you by Mrs. 
Nichols. She and her husband will be re¬ 
sponsible* for all decisions concerning the 
rare of these parrots. She will be responsible 
for keeping a studbook for the species and 
cooperating with other owners of A. im¬ 
perious in a manner which will be beet for 
the specie*. 

In mute of my death the parrots will be¬ 
come the property of Mrs. Nichols and her 
husband. In case of the death of all three of 
us or in case Dr. and Mrs. Nichols should 
not be able to care for the parrots, they will 
have made arrangements that the parrots 
will be either 

1. Returned to the wild on Dominica, 

2. Sent to avlculturtsta In the Lesser An¬ 
tilles, or 

3. Sent to xoos or private aviculturlets pre¬ 
pared to care for them, most probably Jersey 
Wildlife Preservation Trust. 

Any parrots which might be raised from 
these A. imperious will be the property of 
Dr. and Mm. Nichols and will be either 

1. Kept for them to work with. 

2. Sent to Jersey Wildlife Preservation 
Trust. 

3. Placed with appropriately qualified co¬ 
operating 9000 or private avIculturlsU. or 

4 Returned to St. Lucia for repopulation 
efforts, as Dr. and Mrs. Nichols decide in so 
far as is allowed by your regulations. In any 
cane no flmt generation offspring will be sold. 

I am 65 inches tall, weigh 125 lb., have 
blonde hair and haxel Irises. 

I believe all other Information has been 
sent to you by Mrs. Nichols. 

As she Indicated I may return with two 
Amazona arausiaca Instead of two A. imperio¬ 
us, X believe that A. arausiaca Is not now reg¬ 
ulated ns an endangered species by USDI. 
In any case I will be returning with the birds 
In July or August 1975. 

I hereby certify that I have read and am 
familiar with the regulations contained in 
Title 50, Part 13. of the Code of Federal Reg¬ 
ulations and the other applicable parts in 
Sub-chapter B of Chapter I of Title 50, and 
I further certify that the Information sub¬ 
mitted in this application for a permit is 
complete and accurate to the best of my 
knowledge and belief. 1 understand that any 
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NOTICES 


fain statement hereon may aubjecime to the 
criminal penalties of 18 U.3.C. 1001. 

Sincerely. 

O*rooitr Scott Gear. 

Documents and other information sub¬ 
mitted In connection with this applica¬ 
tion are available for public inspection 
during normal business hours at the 
Service's office in Suite 600.1612 K Street 
NW., Washington. D.C. 

Interested persons may comment on 
this application by submitting written 
data, views, or arguments, preferably 
in triplicate, to the Director iFWS/LE). 
Fish and Wildlife Service, Post Office 
Box 19183. Washington, D.C. 20036. All 
relevant comments received on or before 
April 21, 1975 will be considered. 

Dated: March 17.1975. 

C. R. Bavin, 

Chief, Division of Law Enforce¬ 
ment, U.S. Fish and Wildlife 
Service. 

JFR Doc.75-7206 Filed 3-20-75:8:45 am) 


Office of Hearings and Appeals 

(Docket No. M 75-581 

DUQUESNE LIGHT CO. 

Amendment to Petition for Modification of 

Application of Mandatory Safety Stand¬ 
ard 1 

Notice is hereby given that in accord¬ 
ance with the provisions of section 301 
(c) of the Federal Coal Mine Health 
and Safety Act of 1969. 30 UJ9.C. 861(c) 
(1970), Duquesne Light Company has 
filed an amended petition to modify the 
application of 30 CFR 75.1405 to its War¬ 
wick Mine. Portal No. 3. Greensboro, 
Pennsylvania. 

30 CPR 75.1405 provides: 

All haulage equipment acquired by an 
operator of a cool mine on or alter March 80. 
1871. shall be equipped with automatic 
couplers which couple by Impact and un¬ 
couple without the necessity of persons 
going between the ends of such equipment. 
All haulage equipment without automatic 
couplers In use in a mine on March 30. 1970. 
shall also be so equipped within 4 yearn after 
March 30.1070. 

To be read concurrently with $ 75.1405 
is 30 CFR 75.1405-1 which provides: 

The requirement of I 75.1405 with respect 
to automatic couplers applies only to track 
haulage oars which are regularly coupled 
and uncoupled. 

Petitioner amends its original peti¬ 
tion as follows: 

In lieu of automatic couplers, Peti¬ 
tioner proposes to install on the present 
llnk-and-pin couplings. mechanical 
guiding devices, so that the link can be 
remotely guided into position In case of 
misalignment and also a mechanical 
device so that the pin can be remotely 
engaged and disengaged. By the use of 
these mechanical devices, the cars can 
be coupled or uncoupled and the link 
aligned without having a worker go in 
between the cars. This system will thus 


>Tho original petition was published in 
39 FR 42699 on December 8. 1974. 


eliminate the hazards of automatic 
couplers and still provide a means 
whereby a worker does not have to go 
in between cars while coupling or un¬ 
coupling or aligning the link. 

Persons interested in this petition 
may request a hearing on the petition 
or furnish comments on or before April 
21, 1975. Such requests or comments 
must be filed with the Office of Hearings 
and Appeals. Hearings Division, U.8. 
Department of the Interior. 4015 Wilson 
Boulevard. Arlington. Virginia 22203. 
Copies of the petition are available for 
Inspection at that address. 

James R. Richards, 
Director, 

Office of Hearings and Appeals. 

March 14.1975. 

- (Fit Doc.75-7432 Filed 3-20-75:8:45 am] 


(Docket No. M 75-87) 

LITTLE *T” COAL, INC. 

Petition foi Modification of Application of 
Mandatoiy Safety Standard 

Notice is hereby given that in accord¬ 
ance with the provisions of section 301(c) 
of the Federal Coal Mine Health and 
Safety Act of 1969, 30 UJ9.C. 861(c) 
(1970). Little T 9 Coal, Inc. has filed a 
petition to modify the application of 30 
CFR 77.1605(k) to its Mine #1, Ten 
Mile. Tennessee. 

30 CFR 77.1605<k> provides: 

Berms or guards shall be provided on the 
outer bank of elevated roadways. 

In support of its petition. Petitioner 
states: 

Petitioner feels that the installation of 
either guardrails or berms would have 
the effect of lessening the safe condi¬ 
tion of its haulage road for the follow¬ 
ing reasons: 

1. Berms and. to a certain extent, 
guardrails, would create a drainage 
hazard. It would be Impossible to main¬ 
tain proper drainage, and wash-outs And 
hazardous conditions would result in wet 
weather. 

2. Berms and guardrails would hamper 
snow removal and would cause the rood 
to ice over during winter months. 

3. The grader now used for road main¬ 
tenance could no longer be used. 

4. Additional man-hours and equip¬ 
ment would be needed for road mainte¬ 
nance. particularly during the winter 
months. This, In itself, would result in 
increased accident potential during snow 
or ice conditions. 

5. The haulage road is of insufficient 
width to build berms. Solid rock would 
have to be blasted, and the resulting 
highwall along the road would present a 
new hazard. 

6. Guardrails would have to be In¬ 
stalled on fill material which would not 
provide sufficient anchorage. 

7. Pully 75 percent of haulage time Is 
spent on county and state roads which 
are no safer than Petitioner’s haulage 
road. 

Petitioner proposes to implement the 
following alternate method: 
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1. Signs and traffic controls will be in¬ 
stalled as follows: 

a. Where the road Is more than 20 feet 
wide passing zones will be established. 

b. Where the road Is less than 20 feet 
wide it will be marked for one-lane traf¬ 
fic. 

c. Signs will be posted stating that 
loaded trucks have the right-of-way. 

d Stop signs will be placed where 
needed. 

e. Other traffic control measures will 
be implemented as needed. 

2. Petitioner's contract haulers will be 
notified that they are responsible for see¬ 
ing that all drivers are instructed on the 
rules of the road. Contractors will sec to 
it that all trucks are equipped with the 
necessary safety features and are in¬ 
spected and maintained as required. 

Inasmuch as the subject road was in 
existence before Petitioner put in Its 
mines. Petitioner feels that the above 
course of action is a feasible alternative 
to the requirements of this § 77.1605<k). 
Petitioner also believes that its alternate 
method will afford the miners at the 
subject mine no less than the sanie meas¬ 
ure of protection os the application of 
the mandatory standard. 

Persons interested in this petition may 
request a hearing on the petition or fur¬ 
nish comments on or before April 21, 
1975. Such requests or comments must 
be filed with the Office of Hearings And 
Appeals, Hearings Division. U.8. Depart¬ 
ment of the Interior. 4015 Wilson Boule¬ 
vard. Arlington, Virginia 22203. Copies of 
the petition arc available for inspection 
at that address. 

James R. Richards, 
Director. 

Office of Hearings and Appeals. 

March 14.1975. 

(Fit Doc.75-7433 Filed 3-20-75:8:45 am] 


Geological Survey 
l Power Site Cancellation 331] 
COLUM8IA RIVER BASIN, WASHINGTON 
Power Sito Cancellation 
Pursuant to authority under the Act 
of March 3, 1879 (20 Stat. 394; 43 UJ3.C. 
31). and 220 Departmental Manual 6.1, 
Power Site Classification 349 of June 22. 
1944 is hereby cancelled to the extent 
that it affects the following described 
land: 

WnxAMvrrs Mejudian. Washington 

T. 30 N., R. 24 K„ 

Sec. 21. lot 5. 

Ttie area described aggregates 4.30 
acres. 

The effective date of this cancellation 
is July 14. 1975. 

Dated: March 13.1975. 

Henry W. Coulter, 
Acting Director. 
(FR Doc.75-7431 Filed 3-20-75:8:45 ami 
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NOTICES 


National Park Service 

GOLDEN GATE NATIONAL RECREATION 
AREA ADVISORY COMMISSION 

Relocation of Meeting 

The location of the meeting of the 
Golden Gate National Recreation Area 
Advisory Commission scheduled for 
April 8 to be held at the Fort Mason 
Officer's Club, the notice of which was 
previously published on page 11921 in the 
Federal Register on Friday, March 14. 
1975 (40 FR 11921) has been changed 
to 6th Army Conference Room, Build¬ 
ing 35, Mesa Street* Presidio of San 
Francisco, at 7:30 p.m. 

Dated: March 18.1975. 

Robert M. Landau, 
Deputy Associate Director , 
Legislation. 

(FR Doc.76-7443 Filed 3-20-75:8:45 aro| 


Office of the Secretary 

IINT DBS 75-131 

SHERWOOD URANIUM PROJECT ON THE 
SPOKANE INDIAN RESERVATION 

Availability of Draft Environmental 
Statement 

Pursuant to section 102(2) (c) of the 
National Environmental Policy Act of 
1969. the Department of the Interior has 
prepared an environmental impact 
statement for approval of a lease be¬ 
tween the 8pokane Tribe of Indians and 
Western Nuclear Inc. The environmental 
impacts of developing a uranium mine 
and processing facilities on 580 acres of 
the Spokane Indian Reservation near 
Wellpinlt, Washington are presented. 

Written comments are invited before 
May 5, 1975. Copies are available for in¬ 
spection at the following locations: 

Bureau of Indian Affairs 

Environmental Quality Services 

Room 3429, Department of Interior Bldg. 

Washington. D.C. 30245 

Telephone (202) 343-2139 

Bureau of Indian Affairs 

Portland Area Office 

Room 409 Loyd Plaza 

1425 Irving Street. NE. 

Portland. Oregon 97208 
Telephone (503 ) 234-3351 Ext. 4257 
Bureau of Indian Affairs 
Spokane Indian Agency 
Wellpinlt, Washington 99040 
Telephone (509) 258-4455 

Copies of the draft statement may be 
obtained without cost from the Portland 
Area Office, Bureau of Indian Affairs. 
Room 409 Loyd Plaza. 1425 Irving Street 
NE.. Portland, Oregon 97208. 

Dated: March 17.1975. 

Stanley D. Doremus, 
Deputy Assistant Secretary 
of the Interior . 

(FR Doc.75-7253 Filed 3-20-75;8:45 am] 


DEPARTMENT OF COMMERCE 

Domestic and International Business 
Administration 

ELECTRONIC INSTRUMENTATION 

TECHNICAL ADVISORY COMMITTEE 

Partially Closed Meeting 

Pursuant to the provisions of the Fed¬ 
eral Advisory Committee Act, 5 U.8.C, 
App. I (Supp. m, 1973), notice is hereby 
given that a meeting of the Electronic 
Instrumentation Technical Advisory 
Committee will be held on Tuesday, 
May 6. 1975, Room 3708. 9:30 a.m.. Main 
Commerce Building. 14th and Constitu¬ 
tion Avenue NW., Washington. D.C. 

The Committee was established on 
October 23, 1973 to advise the Office of 
Export Administration, Bureau of East- 
West Trade, with respect to questions in¬ 
volving technical matters, world-wide 
availability and actual utilization of pro¬ 
duction and technology, and licensing 
procedures which may affect the level of 
export controls applicable to electronic 
instrumentation, including technical 
data related thereto, and Including those 
whose export Is subject to multilateral 
(COCOM > controls. 

The Committee meeting agenda has 
five parts: 

Gcnkral Session 

(1) Opening remark* by the Chairman. 

(2) Presentation of papers or comments by 
the public. 

(3) Review of application of microproc¬ 
essors to instrumentation. 

(4) Review of digital filter and time com¬ 
press Ion techniques. 

Executive Session 

(6) Discussion of matters properly classi¬ 
fied under Executive Order 11652. dealing 
with the US. and COCOM control program 
strategic criteria related thereto. 

The public will be permitted to at¬ 
tend the General 8esslon, at which a 
limited number of seats will be avail¬ 
able to the public. Written statements 
may be submitted at any time before 
or after the meeting. 

With respect to agenda item (5), the 
Assistant Secretary of Commerce for 
Administration, with the concurrence of 
the delegate of the General Counsel, 
formally determined on December 16. 
1974, pursuant to section 10(d) of the 
Federal Advisory Committee Act that 
the matters to be discussed in the Exec¬ 
utive Session should be exempt from 
the provisions of the Act relating to open 
meetings and public participation there¬ 
in. because the Executive Session will be 
concerned with matters listed in 5 
UJ3.C. 552(b)(1), l.e.. it is specifically 
required by Executive Order 11652 that 
they be kept confidential in the interest 
of the national security. All matters 
have been properly classified under the 
Executive Order. All Committee mem¬ 
bers have appropriate security clear¬ 
ances. 


Minutes of the open portion of the 
meeting will be available upon written 
request addressed to the Central Refer¬ 
ence and Records Inspection Facility, 
Room 7043. U.S. Department of Com¬ 
merce. 

For further information, contact Mr. 
Charles C. Swanson, Director. Opera¬ 
tions Division. Office of Export Ad¬ 
ministration, Domestic and Interna¬ 
tional business Administration, Room 
1620, U.S. Department of Commerce, 
Washington. D.C. 20230, telephone: 
A/C 202/967-4196. 

In accordance with paragraph (4) of 
the Order of the United States District 
Court for the District of Columbia in 
Aviation Consumer Action Project, ct at ., 
v. C. Langhomc Washburn, ct at., Sep¬ 
tember 10. 1974. as amended. Septem¬ 
ber 23, 1974 (Civil Action No. 1838-73). 
the Complete Notice of Determination to 
close portions of the series of meetings 
of the Electronic Instrumentation Tech¬ 
nical Advisory Committee and of any 
subcommittees thereof, was published 
in the Federal Register (4C FR 5547, 
appearing in the issue of February 6, 
1975). 

Dated: March 13,1975. 

Rauer H. Meyer. 

Director. Office of Export Ad¬ 
ministration. Bureau of East - 
West Trade, U.S. Department 
of Commerce . 

(FR Doc.75-7405 Filed 3-20-75:8:45 ami 


MARYLAND STATE DEPARTMENT OF 
HEALTH AND MENTAL HYGIENE, ET AL. 

Applications for Duty-Free Entry of 
Scientific Articles 

Correction 

In FR Doc. 75-6266 appearing at page 
11376 in the issue of Tuesday. March 11, 
1975 the following correction should be 
made: In the first column, the third full 
paragraph, the first line should read 
‘'Docket number: 75-00355-33-19095**. 


National Oceanic and Atmospheric 
Administration 

COASTAL ZONE MANAGEMENT 

Notice of Public Hearing on Draft 

Environmental Impact Statement 

Notice is hereby given that the Office 
of Coastal Zone Management* National 
Oceanic and Atmospheric Administra¬ 
tion (NOAA), U.S. Department of Com¬ 
merce. will hold a public hearing for the 
purpose of receiving comments on the 
draft environmental Impact statement 
pertaining to the coastal zone manage¬ 
ment program of the State of Washing¬ 
ton which has been submitted to the 
Secretary of Commerce for approval 
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under the Coastal Zone Management Act 
of 1972. as amended. The heating will 
be held In the Nlsqually Room. Seattle 
Center. 305 Harrison. Seattle. Washing* 
ton 98109. between the hours of 7 pju. 
and midnight, on April 22. 1975. The 
views of members of the public and in¬ 
terested organizations are Invited. Both 
written and oral statements will be ac¬ 
cepted. Presentations will be scheduled 
on a first-come, first-served basis: but 
priority will be given to those who have 
prepared statements. Time will be al- 
loted at the end of the meeting for those 
without statements W’ho wish tc be heard. 
In order that the maximum opportunity 
be afforded all those who wish to be 
heard, presentations may be limited to a 
maximum of ten minutes or as otherwise 
appropriate. No audio-visual equipment 
will be available. Office of Coastal Zone 
Management staff may wish to question 
speakers. 

Persons or organizations wishing to be 
heard on this matter should contact the 
Office of Coastal Zone Management as 
soon as possible in order that an appear¬ 
ance schedule may be drawn up and 
definite times established for presenta¬ 
tions. The address is: Office of Coastal 
Zone Management, National Oceanic and 
Atmospheric Administration, Rockville, 
Maryland 2085,301 /496-889G. 

Written comments may also be sub¬ 
mitted by mail to the Office of Coastal 
Zone Management Such written com¬ 
ments must be received before May 5. 
1975, in order to be considered for In¬ 
clusion in the final environmental Impact 
statement. 

Copies of the draft environmental Im¬ 
pact statement may be obtained from the 
Office of Coastal Zone Management, and 
copies of the statement as well as of the 
Washington coastal zone management 
program, with supporting documents, are 
also available for inspection by the public 
at the following locations: 

CLALUM COUNTY 

North Olympic Library System. 2210 8. Pea¬ 
body Street. Port Angeles 08302, 206/467- 
4404—James H. Kirks. Jr. 

goats muot 

Aberdeen Timber land Library. 121 E. Market 
8treet. Aberdeen 98520. 200 533-2300— 
Rosalie Spellman. 

ISLAND COUNTY 

Snow Isle Regional Library. P.O. Box 148, 
Marysville 98270. 200/269-8177—Mae L. 
Schoenrock. 

jnmaox county 

Port Townsend Public Library, 1228 Law¬ 
rence Street. Port Townsend 98368. 200/ 
386-3181—Madge M. Wallin. 

KINO COUNTY 

King County Library System. 300 8th Ate., 
North. Seattle 98109, 200/344-7406—Her¬ 
bert P. Muteclilcr. 

KITSAP COUNTY 

Kltaap Regional Library. 812 6th Street, 
Bremerton 96310, 200/377-3966—Irene 

Heningar. 

MASON OOUNTT ' 

Timber land South Mason Library. Rt. 6. 
Box 35. Shelton 98584— Doris Whftmarach. 


PACIFIC COUNTY 

Raymond Public Library. 607 Duryea. Ray¬ 
mond 98677, 206/942-2408—Jay Wind loch. 

nncK COUNTY 

Pierce County Library, 2360 Tacoma Ave., 8„ 
Tacoma 98402, 200/672-0780—Carolyn J. 
Else. 

SAN JUAN COUNTY 

Eostsound (Meyers) Library. Orcas Island. 
P.O. Box 186, EasUound 98246—Polly 
SQauder. 

SKAGIT COUNTY 

Anacortea Public Library. 1209 9th Street, 
Anacortea 98221, 200/293-2700—G. Douglas 
Everhart. 

SNOHOMISH co. 

See Island Co. 

TUVOSTON co. 

Olympia Public Library. 7th and Franklin, 
Olympia 9850!. 200/362-0696—Margaret 

Cooptnger. 

WAHKIAKUM CO. 

CAthlamet Public Library. P.O. Box 337. 
Cathlamet 98012. 200/795 -3264—Eleanor A. 
Taylor. 

WHATCOM CO. 

Whatcom County Library. 6205 N W. Road. 
Bellingham 98225, 206/733-1250—Linda 

Hellyer. 

THX WASHINGTON DEPARTMENT OP ECOLOGY 

Olympia. Washington 08504. 200/753-2800— 
Rodney Mock. 

and 

DCPAXTMXNT OP COMMSOCS 

Main Commerce Building. 14th A Constitu¬ 
tion . NW„ Room 7040. Washington. DC. 
20230. 

Comments should address the ade¬ 
quacy of the draft environmental Impact 
statement as well as the desirability of 
the proposed program. 

No verbatim transcript of the hearing 
will be maintained, but staff present will 
record the general thrust of remarks. 

Following consideration of the com¬ 
ments received at this hearing, as well 
as written comments submitted to the 
Office of Coastal Zone Management, the 
Office of Coastal Zone Management will 
prepare the final environmental Impact 
statement pursuant to the National En¬ 
vironmental Policy Act of 1969 and Im¬ 
plementing CEQ guidelines. 

R. H. Hagemeyer. 

Acting Assistant Administrator 
for Administration . 
[PR Doc.75-7491 Filed 3-20-75;8:4S am) 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Center for Disease Control 

COAL MINE DUST PERSONAL 
SAMPLER UNITS 

Notice of Hearing To Revoke Certificates of 
Approval of Bendix Corporation Units 

Section 202(a) of the Federal Coal 
Mine Health and Safety Act of 1969 <30 
U.S.C. 842(a)) provides that accurate 
samples of respirable dust In coal mine 
atmospheres shall be taken and that 
such samples shall be taken by a device 


approved by both the Secretary of the 
Interior and the Secretary of Health, 
Education, and Welfare. In 1970, the 
Secretaries Jointly adopted the regula¬ 
tions In Part 74 of Title 30. Code of Fed- 
eral Regulations which set forth the re¬ 
quirements for approval of coal mine 
dust personal sampler unite and the pro¬ 
cedures for applying for such approval 
<35 FR 4327). The regulations provide 
for the issuance of a certificate of ap¬ 
proval to applicants whose sampler units 
meet the prescribed tests and specifica¬ 
tions. The testing and approval program 
Is administered by the Secretary of the 
Interior, through the Mining Enforce- 
mentandSafety Administration (MESA) 
and by the Secretary of Health, Educa¬ 
tion, and Welfare, through the National 
Institute for Occupational Safety and 
Health (NIOSH). 

Pursuant to 30 CFR 74.7. NIOSH has 
Issued certificates of approval to the 
Bendix Corporation under approval 
numbers TC-74-012. TC-74-016, and 
TC-74-017 for Bendix coal mine dust 
personal sampler units. 30 CFR 74.11 
provides that a certificate of approval for 
a coed mine dust personal sampler unit 
Issued under Part 74 may be revoked for 
cause by NIOSH. 

Research conducted by MESA has re¬ 
vealed that with the passage of time and 
when the cassettes arc subjected to in¬ 
creased temperatures, a weight loss 
occurs In the cassettes used in the Bendix 
Corporation approved sampler unite. 
Therefore, the units do not comply with 
the requirements of Part 74 and deter¬ 
minations of compliance based on dust 
samples collected with the Bendix units 
using such cassettes are unreliable. 

Notice Is hereby given that a public 
hearing w ill begin at 9:30 a.m. on April 1. 
1975, In Conference Room F of the De¬ 
partment of Health, Education, and 
Welfare's Park lawn Building. 5600 Fish¬ 
ers Lane, Rockville. Maryland for the 
purpose of receiving relevant evidence 
concerning whether the certificates of 
approval issued for the Bendix Corpo¬ 
ration personal sampler unite should be 
revoked. 

Dr. Elliott Harris. Director of the Di¬ 
vision of Laboratories and Criteria De¬ 
velopment, NIOSH, Is designated as 
Chairman of the hearing, which will be 
conducted in an informal manner in ac¬ 
cordance with the following procedures: 

Appropriate representatives of NIOSH 
and MESA will present their evidence as 
to why the Bendix Corporation certifi¬ 
cates of approval should be revoked. The 
Chairman and Bendix Corporation will 
be able to question those representatives. 
Bendix Corporation will then have an 
opportunity to make its presentation and 
to respond to questions from the Chair¬ 
man, and from representatives of NIOSH 
and MESA. Parties making presenta¬ 
tions will be given the opportunity to 
make supplementary statements which 
may Include comments on or rebuttal of 
other persons’ views and an opportunity 
to make recommendations concerning 
the Issues In any of the statements. Any 
party may appear In person or by coun¬ 
sel. Copies of tlie technical data which 
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serve as the basis for this hearing may be 
examined at. or obtained from NIOSH, 
5600 Fishers Lane, Rockville. Maryland 
20852. 

A verbatim record of the proceedings 
of the hearing session will be maintained. 
All relevant written statements, charts, 
tabulations and other data will be re¬ 
ceived In the record. The Chairman will 
submit to the Director. NIOSH, the tran¬ 
script of the hearing and all material 
submitted for the record together with 
his recommendations on the Issues. 
Thereafter, the Director, NIOSH, will 
make a decision in writing concerning 
the Bendix Corporation certificates of 
approval at issue and announce such 
decision. 

Dated: March 17. 1975. 

Edward J. Baier, 
Acting Director , National Insti¬ 
tute for Occupational Safety 
and Health. 

(FR Doc.75-7380 FUod 3-20-75;8:46 ami 


Food and Drug Administration 

(FDA-226-76-4026J 

ARTX TELECOMMUNICATION 
EQUIPMENT 

Memorandum of Understanding With the 
Virginia Department of Agricutture and 
Commerce 

Pursuant to the notice published in the 
Federal Register of October 3. 1974 (39 
FR 35697), stating that future memo¬ 
randa of understanding between the 
Food and Drug Administration and 
others would be published in the Federal 
Register, the Commissioner of Food and 
Drugs issues the following notice: 

The Food and Drug Administration 
executed a Memorandum of Understand¬ 
ing with the Virginia Department of 
Agriculture and Commerce on January 
27. 1975. The purpose of the memoran¬ 
dum Is to establish the procedures and 
guidelines for the operation, mainte¬ 
nance. and protection of FDA-rented 
ARTX Telecommunication Equipment. 
It reads as follows: 

Memorandum or Understanding Between 
the Virginia Department or Agriculture 
and Commerce and the Food and Drug 
Administration 

I. Purpose, To establish the procedures 
and guidelines for the operation, mainte¬ 
nance and protection of FDA-rented ARTX 
Telecommunication Equipment located In 
the Division of Product h Industry Regula¬ 
tions, P.O. Box 1163. Richmond. Virginia. 

II. Background. The FDA, Assistant Sec¬ 
retary for Health. Department of HEW. and 
the General Services Administration have 
approved a program to Install full telecom¬ 
munication transmit and receive terminals 
in a number of prime state food and drug 
agencies. Although terminals will be placed 
In a number of prime food and drug regula¬ 
tory agencies, there are a number of other 
agencies with food and drug responsibilities 
In each state, where no terminal will be in¬ 
stalled. Therefore, your sgency. being one 
that received a terminal, must agree to share 
the terminal with other food and drug 
agencies in your state to assure that the 


communication system Is accessible to all 
agencies with food and drug related responsi¬ 
bilities. 

In addition to terminal-sharing, tt is nec¬ 
essary for our two agencies to assure that 
proper operation and necessary supporting 
requirements for the equipment is main¬ 
tained and proper security is provided for 
the equipment. 

III. Substance of Agreement. A. The Food 
and Drug Administration agrees: 

1. To arrange for the installation of the 
equipment In the location designated by 
your agency. 

2. To support financially tho cost of Ini¬ 
tial Installation of the equipment and pay 
directly to OSA and Western Union the 
monthly rental cost. After the initial In¬ 
stallation, the state will be responsible for 
relocation Installation cost, unless reloca¬ 
tion Is In conjunction with a major move of 
the terminal agency to a new location ad¬ 
dress. 

3. To Identify for you those units in your 
state on which terminal-sharing must be 
accomplished. 

4. To require that the terminal location 
agency (your agency) submit to FDA a ter¬ 
minal-sharing plan to be developed by you 
and other sharing units In your state. 

6. To arrange through Western Union for 
training of terminal operators. 

6. To provide operation instruction man¬ 
ual. 

7. To withdraw financial support for the 
terminal if gross misuse of the terminal is 
practiced after due notice. 

B. The State Terminal Agency agrees: 

1. To provide suitable physical location 
for equipment with adequate security pro¬ 
tection. 

2. TO provide and pay for electric power 
source to operate tho terminal. (110 volts) 

3. TO provide for paper, tape and other 
material necessary for the operation of the 
equipment. 

4. To share the terminal with other food 
and drug agencies In the state according to 
a terminal-sharing plan agreed to by each 
potential user. 

5. To submit to the FDA Regional Office 
monthly traffic log. (Form to be furnished 
by FDA) 

6. To submit promptly all messages re¬ 
ceived for addressees other than your agen¬ 
cies. Transmit promptly messages to FDA re¬ 
ceived from other appropriate agencies. 

7. Maintain operator coverage for the ter¬ 
minal between normal working hours of 
your agency. 

8. Notify vendor (Western Union) of any 
breakdown of the equipment or other needs 
for maintenance. 

9. Notify FDA (Regional or Headquarters) 
of periods that the equipment Is out-of- 
senrlce. 

10. That the system will be used only for 
communication between your state and FDA 
(Regional, District, or Headquarters Office). 
It is understood that the equipment is not 
to be used for communication between state 
agencies. 

IV. Name and Address of Terminal Agency . 
Virginia Department of Agriculture & Com¬ 
merce, Division of Product St Industry Regu¬ 
lation. P.O. Box 1163. Richmond. Virginia 
23209. 

V. Liaison Officers. For Virginia Depart¬ 
ment of Agriculture and Commerce: Ray E. 
Vanh usa. Jr.. Supr.. Food Inspection. 

Address: Same as agency. 

Telephone No.: (804) 770-3620. 

For FDA: J. Donald Sherry, Director. Inves¬ 
tigations Branch. 

Address: Baltimore District FDA, 900 
Madison Avenue, Baltimore. Md 21201. 

Telephone No.: (301) 962-4009. 


VI. Period of Agreement. This agreement, 
when accepted by both partite, will have an 
effective period of performance three (3) 
years from dale of signature and may be 
modified by mutual consent by both parties 
or may be terminated by either party upon 
a thirty (30) day advance written notice to 
the other. 

Approved and accepted for the Virginia 
Department of Agriculture and Commerce: 

Dated: January 27. 1976. 

8. Mason Caesaugh. 

Commissioner. 

Approved and accepted for the Food and 
Drug Administration: 

Dated: January 21. 1976. 

T. C. Maravtglia. 

Regional Food and Drug 

Director. Region I/I. 

Effective date . This Memorandum of 
Understanding became effective January 
27. 1975. 

Dated: March 17.1975. 

Sam D. Fine. 

Associate Commissioner 
for Compliance. 

(FR Doc.76-7389 Filed 3-20-75:8:45 am) 


(DESI il792( 

CARISOPRODOL IN COMBINATION WITH 
PHENACETIN AND CAFFEINE 

Drugs for Human Use; Drug Efficacy Study 
Implementation; Follow-Up Notice 

A notice (DESI 11792) was published 
in the Federal Register of September 1. 
1970 (35 FR 13854), pursuant to the eval¬ 
uation of reports received from the Na¬ 
tional Academy of Sciences-National Re¬ 
search Council. Drug Efficacy Study 
Group, in which the Commissioner of 
Food and Drugs announced his conclu¬ 
sion that the combination drug product 
described below is possibly effective and 
lacking substantial evidence of effective¬ 
ness for its various labeled indications. 
The product has been used in the treat¬ 
ment of conditions related to muscle pain 
and stiffness. On the basis of new evi¬ 
dence and reevaluation of previous infor¬ 
mation. such products are now regarded 
as less - th an -effect! ve (probably effec¬ 
tive) for certain uses. This notice an¬ 
nounces that conclusion. 

Other products included in the notice 
of September 1. 1970 are not affected by 
this notice, having been previously dealt 
with. The single active ingredient prod¬ 
ucts containing carisoprodol have been 
reevaluated as effective (39 FR 29399; 
August 15, 1974). The combination prod¬ 
uct containing carisoprodol. phenacetln. 
caffeine, and codeine phosphate was the 
subject of a proposal to withdraw ap¬ 
proval of the new drug application (39 
FR 23292; June 27. 1974) and a request 
for hearing is under review. Other "skel¬ 
etal muscle relaxant"—analgesic combi¬ 
nations have previously been upgraded 
to less-than-effective (probably effec¬ 
tive) and those reevaluations were pub¬ 
lished in the Federal Register on August 
14, 1974 (39 FR 29210 for chlorzoxazone 
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with acetaminophen and 39 FR 2921X 
for methocarbamol with aspirin). 

Soma Compound Tablets, containing 
carisoprodol 200 mg., phenacetin 160 
mg., and caffeine 32 mg.: Wallace Phar¬ 
maceuticals, Division of Carter-Wallace. 
Inc., Half Acre Road, Cranbury, NY 
08512 (NDA 12-365>. 

Combination products containing a 
so-called “skeletal muscle relaxant" and 
an analgestic were Initially concluded to 
be either possibly effective or lacking sub¬ 
stantial evidence of effectiveness, pur¬ 
suant to the National Academy of Scl- 
ences-National Research Council, Drug 
Efficacy Study Group reviews. The Com¬ 
missioner has determined that these 
combinations should be regarded as less- 
than-effective (probably effective) for 
the following reasons: 

1. Hie NAS/NRC had serious doubts 
concerning the effectiveness of the 
“skeletal muscle relaxant" component of 
such combinations, and made it clear 
that these doubts were a major reason 
for the rating of the combinations as 
ineffective or possibly effective. Thus, the 
Panel on Neurological Drugs stated for 
Soma Compound: 

The Panel his evaluated Soma as "Possibly 
effective" an a peripheral muscle relaxant, 
with the statement that present studies are 
Inconclusive and the suggestion that fur¬ 
ther studies be done. In view of this, the 
Pane) feels it la not Justifiable to add other 
ingredients to these preparations untU the 
major product Is proved efficacious. 

The Commissioner has concluded that 
new evidence in the form of adequate 
and well-controlled studies has demon¬ 
strated that the so-called “skeletal 
muscle relaxants" arc effective in the 
treatment of discomfort associated with 
acute, painful musculo-skeletal condi¬ 
tions. 

This new finding has significant im¬ 
pact on the reasoning underlying the 
Panel’s rating since it is rational and 
justifiable to add together two effective 
Ingredients that act through different 
mechanisms to relieve musculo-skeletal 
pain and to carry out studies to deter¬ 
mine whether such a combination is 
effective as a fixed combination. It now 
appears entirely possible that the anal¬ 
gesic-skeletal muscle relaxant combina¬ 
tions, If Investigated appropriately, can 
be demonstrated to be effective and to 
meet the requirements of the combina¬ 
tion drug policy (21 CFR 3.86) • 

2. The studies of these combinations 
completed to date have shown, in some 
cases, a trend in favor of the combina¬ 
tion as compared with Us components, 
but in no case has the trend reached the 
usual requirements for statistical signif¬ 
icance. 

The Commissioner finds that the clin¬ 
ical investigational techniques for the 
study of the drug class have been difficult 
to develop and that, despite extensive 
efforts, methods for measuring relevant 
therapeutic effects remain imperfect In 
these circumstances, the failure at this 
point to observe statistically significant 
differences between the combinations 
and their components should not be con¬ 


sidered strong evidence against the com¬ 
bination. 

It should be emphasized that the pres¬ 
ent upgrading of these combinations to 
probably effective does not represent any 
conclusion that they are in fact in com¬ 
pliance with $ 3.86, nor any commitment 
to promulgation of an effective rating in 
the future In the absence of the usual 
substantial evidence of effectiveness. The 
present action simply reflects the new 
evidence that the so-called “skeletal 
muscle relaxants" are effective and the 
increased possibility that the combina¬ 
tions can be shown to be effective. 

Accordingly, with respect to Soma 
Compound Tablets, the revised conclu¬ 
sions concerning the drug arc as de¬ 
scribed below. 

A. Effectiveness classification . The 
Food and Drug Administration has con¬ 
sidered the Academy's report, as well as 
other available evidence, and concludes 
that the combination carisoprodol with 
phenacetin and caffeine is Icss-than-ef- 
fective (probably effective) as described 
below. 

B. Labeling conditions. Labeling re¬ 
vised pursuant to this notice should fur¬ 
nish adequate information for safe and 
effective use of the drug and recommend 
use of the drug for the following less- 
than-effective (probably effective) indi¬ 
cation: As an adjunct to rest and physical 
therapy for the relief of discomfort as¬ 
sociated with acute, painful musculo¬ 
skeletal conditions. The mode of action 
of carisoprodol has not been clearly Iden¬ 
tified, but may be related to its sedative 
properties. Carisoprodol does not directly 
relax tense skeletal muscles in man. 

C. Submission of data . Any data sub¬ 
mitted in response to this notice must be 
previously unsubmltted and Include data 
from adequate and well-controlled clini¬ 
cal Investigations (identifie d fo r ready 
review) and described in 21 CFR 314.111 
fa) (5) and 21 CFR 3.86. Carefully con¬ 
ducted and documented clinical studies 
obtained under uncontrolled or partially 
controlled situations are not acceptable 
as a sole basis for approval of claims of 
effectiveness, but such studies may be 
considered on their merits for corrobora¬ 
tive support of efficacy and evidence of 
safety. 

In addition to the holder (s) of the new 
drug appllcatlon(s) specifically named 
above, this notice applies to all persons 
who manufacture or distribute a drug 
product, not the subject of an approved 
new drug application, which Is identical, 
related, or similar to a drug product 
named above, as defined In 21 CFR 310.6. 
It is the responsibility of every drug man¬ 
ufacturer or distributor to review this 
notice to determine whether it covers any 
drug product he manufactures or dis¬ 
tributes. Any person may request an 
opinion of the applicability of this notice 
to a specific drug product he manufac¬ 
tures or distributes that may be identical, 
related, or similar to a drug product 
named in this notice by writing to the 
Food and Drug Administration. Bureau 
of Drugs. Division of Drug Labeling Com¬ 
pliance (HFD-310), 5600 Fishers Lane, 
Rockville, MD 20852. 


Communications forwarded In response 
to this notice should be identified with 
the reference number DESI 11792. di¬ 
rected to the attention of the appropriate 
office listed below, and addressed to the 
Food and Drug Administration, 5600 
Fishers Lane, Rockville. MD 20852. 

Supplements (Identify wiria NDA number): 
Documents and Records Section (HPD- 
100). Bureau of Drugs. 

Original new drug applications: Documents 
and Records Section (HFD-106). Bureau of 
Drugs. 

Requests for the Academy*! report: Data 
Preparation Branch (HFD-614). Division 
of Drug Information Resources. Bureau of 
Drugs. 

All other communications regarding this an¬ 
nouncement: Drug Efficacy Study Imple¬ 
mentation Project Manager (HFD-101), 
Bureau of Drugs. 

This notice is issued pursuant to pro¬ 
visions of the Federal Food, Drug, and 
Cosmetic Act (secs. 502, 505, 52 Stat. 
1050-1053, as amended: 21 UB.C. 352, 
355) and under the authority delegated 
to the Commissioner of Food and Drugs 
(21 CFR 2.120), 

Dated: March 17.1975. 

Sam D. Fine, 
Associate Commissioner 
for Compliance, 
(PR Doc.76-7386 Filed 3-20-75:8:45 am] 


l DESI 6763; Docket No. FDC-D-625; NDA No. 

7 696 etc.] 

CERTAIN TOPICAL PREPARATIONS FOR 
OPHTHALMIC OR OTIC USE 

Withdrawal of Approval of New Drug 
Applications 

A notice of opportunity for hearing 
(DESI 6762) was published in the Fed¬ 
eral Register of September 11, 1974 (39 
FR 32771), pursuant to the evaluation of 
reports received from the National Aca¬ 
demy of Sciences-National Research 
Council, Drug Efficacy Study Group, in 
which the Director of the Bureau 
of Drugs proposed to issue an order with¬ 
drawing approval of the new drug ap¬ 
plications for certain preparations for use 
In the eye or ear. The basis of the pro¬ 
posed action was the lack of substantial 
evidence that the products are effective 
for their labeled indications. Since no one 
contested the proposal, approval of the 
following new drug applications Is now 
being withdrawn. 

1. Otodyne otic solution containing 
zolomine hydrochloride and euprodn hy¬ 
drochloride: Sobering Corporation, Gal¬ 
loping Hill Rd., Kenilworth, NJ 07033 
(NDA 7-696). 

2. Metrcton ophthalmic suspension 
containing prednisolone acetate and 
chlorpheniramine gluconate; Sobering 
Corporation (NDA 10-695). 

3. Prednefrin 0J2 percent ophthalmic 
suspension containing prednisolone ace¬ 
tate, phenylephrine hydrochloride and 
antipyrine; Allergan Pharmaceuticals, 
Inc., 2525 DuPont Drive, P.O. Box DP, Ir¬ 
vine, CA 92664 (NDA 10-696). 

4. Prednefrin-S 0 2 percent ophthal¬ 
mic solution containing prednisolone and 
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phenylephrine hydrochloride; Allergan 
Pharmaceuticals. Inc. (NDA 11-693). 

5. Prednefrln Porte 1 percent ophthal¬ 
mic suspension containing prednisolone 
acetate, phenylephrine hydrochloride 
and antipyrlne; Allergan Pharmaceu¬ 
ticals, Inc. (NDA 12-107). 

The above notice also included Op- 
Predrin Optholmic Solution < NDA 11- 
530 > containing prednisolone and phen¬ 
ylephrine hydrochloride, previously mar¬ 
keted by Broemmel Pharmaceuticals. 
1235 8utter Street, San Francisco. CA 
94109. As stated in the notice, approval 
of that NDA had previously been with¬ 
drawn on the ground of failure to submit 
required reports under section 505 (j) of 
the Federal Food. Drug, and Cosmetic 
Act (21 U.6.C. 355(J)). The purpose of 
Including Op-Predrin in the notice of 
September 11. 1974 was to state the con¬ 
clusion that this drug lacks substantial 
evidence of effectiveness for its various 
labeled indications and to offer all In¬ 
terested persons the opportunity to re¬ 
quest a hearing concerning all issues re¬ 
lating to the legal status of all Identical, 
related, or similar drugs. 

All drug products which are identical, 
related, or similar to any of the drugs 
named above, not the subject of an ap¬ 
proved new drug application, are covered 
by the new drug applications revi ewed 
and are subject to this notice (21 CFR 
310.6). Any person who wishes to deter¬ 
mine whether a specific product is cov¬ 
ered by this notice should write the Food 
and Drug Administration, Bureau of 
Drugs, Division of Drug Labeling Com¬ 
pliance (HFD-310). 5600 Fishers Lane, 
Rockville. MD 20852. 

Neither the holders of the applications 
nor any other person filed a written ap¬ 
pearance of election as provided by said 
notice. The failure to file such an appear¬ 
ance constitutes an election by such per¬ 
sons not to avail themselves of the op¬ 
portunity for a hearing. 

The Director of the Bureau of Drugs, 
pursuant to provisions of the Federal 
Food. Drug, and Coemetic Act (sec. 505. 
52 Stat. 1053, as amended; 21 U.S.C. 355), 
and under authority delegated to him 
(21 CFR 2.121), finds that on the basis 
of new Information before him with re¬ 
spect to the drug products, evaluated to¬ 
gether with the evidence available to 
him when the applications were ap¬ 
proved. there is a lack of substantial evi¬ 
dence that the above listed drug products 
will have the effects they purport or are 
represented to have under the conditions 
of use prescribed, recommended, or sug¬ 
gested in their labeling. 

Therefore, pursuant to the foregoing 
finding, approval of the new drug appli¬ 
cations (or if indicated above, those parts 
of the applications providing for the drug 
products listed) and all amendments and 
supplements thereto, Is withdrawn effec¬ 
tive March 31,1975. 

Shipment In interstate commerce of 
the above products for which approval 
has been or is being withdrawn, or of any 
identical, related, or similar product, not 


the subject of an approved new drug 
application, will then be unlawful. 

Dated: March 11,1975, 

J. Richard Crout. 
Director. Bureau of Drugs. 
(PR Doc.75-7383 Piled 3-20-75:8:45 ami 


(DESI 0397; Docket No. FDC-D-716: NDA 9- 
4081 

MEPHENTERMINE SULFATE FOR ORAL 
USE 

Opportunity for Hearing on Proposal To 
Withdraw Approval of New Drug Application 

The National Academy of 8ciences- 
National Research Council, Drug Efficacy 
Study Group evaluated the effectiveness 
of the drug products described below*, 
found the drugs to be less than effec¬ 
tive, and submitted its reports to the 
Commissioner of Food and Drugs. Copies 
of those reports have previously been 
made publicly available and are on dis¬ 
play at the office of the Food and Drug 
Administration's Hearing Clerk. After 
reviewing the Academy's reports and the 
available data and information, the Com¬ 
missioner concluded that the drugs were 
less than effective and published his con¬ 
clusions In the Federal Register of 
May 22. 1971 (36 FR 9343) that the 
drugs are probably and possibly effective 
and lacking substantial evidence of ef¬ 
fectiveness. These products have been 
used for treating certain types of low 
blood pressure. No data having been sub¬ 
mitted in support of effectiveness, this 
notice proposes to withdraw approval of 
the tablet form of the drug. Approval of 
the elixir form of the drug has previously 
been withdrawn. Persons wishing to re¬ 
quest a hearing must do so by April 21. 
1975. 

1. Wyamlne Sulfate Tablets contain¬ 
ing mephentermine sulfate: Wyeth 
Laboratories. Division American Home 
Products Corp., Post Office Box 8299. 
Philadelphia. PA 19101 (NDA 9-408>. 

2. Wyamine Sulfate Elixir containing 
mephentermine sulfate; Wyeth Labora¬ 
tories (NDA 9-397). 

Approval of NDA 9-397 for Wyamine 
Sulfate Elixir was withdrawn in an order 
published in the Federal Register on 
March 18. 1972 (37 FR 5711) on the 
ground of failure to submit required re¬ 
ports under section 505(J> of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
355(j)). At the time that notice was 
published, no final conclusions concern¬ 
ing effectiveness of mephentermine sul¬ 
fate elixir had been reached. Those con¬ 
clusions have now been reached and the 
purpose of including Wyamine Sulfate 
Elixir (NDA 9-397) in this notice is to 
inform all interested persons of such 
conclusions and offer them the opportu¬ 
nity to request a hearing. 

Both of the above drugs have been re¬ 
classified as lacking substantial evidence 
of effectiveness in that no data were sub¬ 
mitted In support of effectiveness. On the 
basis of all of the data and Information 


available to him, the Director of the Bu¬ 
reau of Drugs is unaware of any ade¬ 
quate and well-controlled clinical inves¬ 
tigation, conducted by experts qualified 
by scientific training and experience, 
meeting the requirements of section 505 
of the Federal Food. Drug, and Cosmetic 
Act (21 U.S.C. 355), demonstrating the 
effectiveness of the drugs. 

Therefore, notice is given to the holder 
of new drug application No. 9-408 for 
Wyamine Sulfate Tablets (mephenter¬ 
mine sulfate) and to all other interested 
persons that the Director of the Bureau 
of Drugs proposes to issue an order under 
section 505(e) of the Federal Food. Drug, 
and Cosmetic Act (21 U.S.C. 355(e)). 
withdrawing approval of the new drug 
application (or if indicated above, those 
parts of the application providing for the 
drug product listed above) and ail 
amendments and supplements thereto on 
the ground that the new information be¬ 
fore him with respect to the drug prod¬ 
uct. evaluated together with the evidence 
available to him at the time of approval 
of the application, shows there is a lack 
of substantial evidence that the drug 
product will have the effect it purports 
or is represented to liavc under the con¬ 
ditions of use prescribed, recommended, 
or suggested in the labeling. 

In addition to the holder of the new 
drug application for Wyamine Sulfate 
(mephentermine sulfate) Tablets (NDA 
9-408) this notice of opportunity for 
hearing applies to all persons who manu¬ 
facture or distribute a drug product 
w*hlch is identical, related, or similar to 
either Wyamine Sulfate Tablets or Wya¬ 
mine Sulfate Elixir, as defined in 21 
CFR 310.6. It is the responsibility of 
every drug manufacturer or distributor 
to review this notice of opportunity for 
hearing to determine whether it covers 
any drug product he manufactures or 
distributes. Any person may request an 
opinion of the applicability of this notice 
to a specific drug product he manufac¬ 
tures or distributes that may be identical, 
related, or similar to a drug product 
named in this notice by wTiting to the 
Food and Drug Administration. Bureau 
of Drugs, Division of Drug Labeling 
Compliance (HFD-310). 5600 Fishers 
Lane. Rockville. MD 20852. 

In addition to the ground(s) for the 
proposed withdrawal of approval stated 
above, this notice of opportunity for 
hearing encompasses all issues relating 
to the legal status of the drug products, 
as defined in 4 310.6, e.g„ any conten¬ 
tion that any such product is not a new 
drug because it is generally recognized 
as safe and effective within the meaning 
of section 201 (p) of the act or because it 
is exempt from part or all of the new 
drug provisions of the act pursuant to 
the exemption for products marketed 
prior to June 25. 1938, contained in sec¬ 
tion 201 (p) of the act, or pursuant to 
section 107(c) of the Drug Amendments 
Act of 1962; or for any other reason. 

In accordance with the provisions of 
section 505 of the Act (21 U8.C. 355) and 
the regulations promulgated thereunder 
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(21 CFR 310, 314), all persons subject 
to this notice pursuant to 21 CFR 310.6 
are hereby given an opportunity for a 
hearing to show why approval of new 
drug application No. 9-408 for Wyaminc 
Sulfate (mephentennine sulfate) Tab¬ 
lets should not be withdrawn, and to 
raise, for administrative determination, 
all Issues relating to the legal status of 
either of the drug products named above 
and of all identical, related, or similar 
drug products. 

If any perso n su bject to this notice 
pursuant to 21 CFR 310.6 elects to avail 
himself of the opportunity for a hearing, 
he shall file <1) on or before April 21. 
1975, a written notice of appearance and 
request for hearing, and <2) on or before 
May 20. 1975, the data, information, and 
analyses, on which he relie s to Justify a 
hearing, as specified in 21 CFR 314.200. 
Any other interested person may also 
submit comments on this notice. The pro¬ 
cedures and requirements governing this 
notice of opportunity for hearing, a no¬ 
tice of appearance and request for hear¬ 
ing. a submission of data. Information, 
and analyses to justify a hearing, other 
comments, and a grant or denial of 
hearing, are contained In 21 CFR 130.14 
as published and discussed in detail in 
the Federal Register of Marc h 13 . 1974 
(39 FR 9750), recodified as 21 CFR 314.- 
200 on March 29. 1974 <39 FR 11680). 

The failure of any pers on su bject to 
this notice pursuant Ao 21 CFR 310.6 to 
file timely written appearance and re¬ 
quest for hearing as required by 21 CFR 
314.200 constitutes an election by such 
person not to avail himself of the oppor¬ 
tunity for a hearing concerning the ac¬ 
tion proposed with respect to Wyamine 
Sulfate (mephentennine sulfate) Tablets 
and a waiver of any contentions con¬ 
cerning the legal status of either of the 
drug products named above and of all 
Identical, related, or similar drug prod¬ 
ucts. Any such drug product may not 
thereafter lawfully be marketed, and the 
Food and Drug Administration will ini¬ 
tiate appropriate regulatory action to 
remove such drug products from the 
market. Any new drug product marketed 
without an approved NDA is subject to 
regulatory action at any time. 

A request for a hearing may not rest 
upon mere allegations or denials, but 
must set forth specific facts showing that 
there is a genuine and substantial Issue 
of fact that requires a hearing. If it 
conclusively appears from the face of the 
data, information, and factual analyses 
In the request for the hearing that there 
is no genuine and substantial issue of 
fact which precludes the withdrawal of 
approval of the application for Wyamine 
Sulfate (mephentennine sulfate) Tab¬ 
lets, or which requires a hearing with re¬ 
spect to a determination of the legal sta¬ 
tus of either of the drug products named 
above and of all identical, related, or 
similar drug products, or when a re¬ 
quest for hearing is not made in the re¬ 
quired format or with the required anal¬ 
yses, the Commissioner will enter sum¬ 
mary Judgment against the person(s) 
who requests the hearing, making find¬ 
ings and conclusions, denying a hearing. 


All submissions pursuant to this notice 
shall be filed in quintuplicate with the 
Hearing Clerk, Food and Drug Adminis¬ 
tration (HFC-20), Room 4-65. 5600 Fish¬ 
ers Lone, Rockville. MD 20852. 

All submissions pursuant to this no¬ 
tice. except for data and Information 
prohibited from public disclosure pur¬ 
suant to 21 U.S.C. 331 (J) or 18 U.S.C. 
1905, may be seen In the office of the 
Hearing Clerk during regular business 
hours, Monday through Friday. 

This notice is issued pursuant to pro¬ 
visions of the Federal Food, Drug, and 
Cosmetic Act (sec. 505. 52 Stat. 1052- 
1053, as amended: 21 U.S.C. 355), and 
under authority delegated to th e Dir cc- 
tor of the Bureau of Drugs (21 CFR 2.- 
121 ). 

Dated: March 14, 1975. 

J. Richard Crout. 

Director . Bureau of Drugs. 

JFR Doc.75-7382 Filed 3-20-75:8:45 amj 


(DESl 8173: Docket No, FDC-D-710; NDA 
10-2531 

MONOBENZONE TOPICAL LOTION 

Opportunity for Hearing on Proposal to 
Withdraw Approval of New Drug Application 

The National Academy of Sciences- 
Nation&l Research Council. Drug Effi¬ 
cacy Study Group evaluated the effec¬ 
tiveness of the drug products described 
below, found the drugs to be less than 
effective, and submitted its reports to the 
Commissioner of Food and Drugs. Copies 
of those reports have previously been 
made publicly available and are on dis¬ 
play at the office of the Food and Drug 
Administration’s Hearing Clerk. After re¬ 
viewing the Academy’s reports and the 
available data and information, the 
Commissioner concluded that the drugs 
are less than effective and published his 
conclusion In the Federal Register of 
September 18, 1970 <35 FR 14629), that 
the drugs are possibly effective for their 
labeled Indications. The products are 
used for treatment of skin disorders. The 
ointment form of the drug Is being al¬ 
lowed to remain on the market pending 
evaluation of the results of ongoing 
studies. The lotion form is no longer 
marketed and this notice proposes to 
withdraw its approval. Persons who wish 
to request a hearing must do so by April 
21, 1975. 

1. NDA 10-253: Benoquin Lotion con¬ 
taining 5 percent monobenzone, and 

2. NDA 8-173: Benoquin Ointment 
containing 20 percent monobenzone: 
Paul B. Elder Co.. 705 East Mulberry 
Street, P.O. Box 31, Bryan, OH 43506. 

A notice was published in the Federal 
Register of July 11. 1973 (38 FR 18477\ 
stating that, since no alternative deplg- 
mentlng agents are available, Benoquin 
Lotion and Ointment may remain on the 
market pending completion of scientific 
studies. 

The firm, Paul B. Elder Company, in¬ 
formed the Food and Drug Administra¬ 
tion on July 5. 1974 that studies were not 
being conducted on Benoquin Lotion, 
and on August 1,1974 further stated that 


the marketing of that product has been 
discontinued. 

As no person has submitted protocols 
or expressed an intention to perform ad¬ 
ditional clinical studies on the lotion 
form of monobenzone. the exemption 
(38 FR 18477: July 11. 1973) for con¬ 
tinued marketing of that dosage form is 
hereby revoked. The marketing of Ben¬ 
oquin Ointment is being allowed to con¬ 
tinue pending the completion of on¬ 
going clinical studies. This notice of op¬ 
portunity for hearing pertains only to 
NDA 19-523, Benoquin Lotion, which, in 
absence of new information in support 
of effectiveness, has been reclassified as 
lacking substantial evidence of effective¬ 
ness. 

On the basis of all of the data and in¬ 
formation available to him. the Director 
of the Bureau of Drugs is unaware of 
any adequate and well-controlled clinical 
investigation, conducted by experts qual¬ 
ified by scientific training and experi¬ 
ence, meeting the requirements of sec¬ 
tion 505 of the Federal Food, Drug, nnd 
Cosmetic Act (21 U.8.C. 355» and 21 CFR 
314.111(a) (5>. demonstrating the effec¬ 
tiveness of Benoquin Lotion. 

Therefore, notice is given to the hold¬ 
er (s) of the new drug application<s> 
nnd to all other interested persons that 
the Director of the Bureau of Drugs pro¬ 
poses to issue an order under section 505 
(e) of the Federal Food. Drug, and Cos¬ 
metic Act (21 U.S.C. 355(e>), withdraw¬ 
ing approval of the new drug applica¬ 
tion (g) (of if indicated above, those parts 
of the application (s) providing for the 
drug product(s) listed above) and all 
amendments and supplements thereto 
on the ground that new information be¬ 
fore him with respect to the drug prod¬ 
uct (s> , evaluated together with the evi¬ 
dence available to him at the time of 
approval of the application(g), shows 
there Is a lack of substantial evidence 
that the drug product(s) will have the 
effect it purports or is represented to 
have under the conditions of use pre¬ 
scribed. recommended, or suggested in 
the labeling. 

In addition to the holder(s) of the new 
drug application(s) specifically named 
above, this notice of opportunity for 
hearing applies to all persons who manu¬ 
facture or distribute a drug product 
w’hich is Identical, related, or similar to 
a drug product named above, as defined 
In 21 CFR 310.6. It is the responsibility 
of every drug manufacturer or distribu¬ 
tor to review’ this notice of opportunity 
for hearing to determine whether It cov¬ 
ers any drug product he manufactures 
or distributes. Any person may request 
an opinion of the applicability of this 
notice to a specific drug product he man¬ 
ufactures or distributes that may be 
identical, related, or similar to a drug 
product named in this notice by wTiting 
to the Food and Drug Administration, 
Bureau of Drugs, Division of Drug Label¬ 
ing Compliance (HFD-310). 5600 Fish¬ 
ers Lane, Rockville. MD 20852. 

In addition to the ground(s) for the 
proposed withdrawal of approval stated 
above, this notice of opportunity for 
hearing encompasses all issues relating 
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to the legal status of the drug products 
subject to It (Including Identical, related, 
or similar drug products a & defined in 
I 310.6), eg., any contention that any 
such product Is not a new drug because 
It is generally recognized as safe and 
effective within the meaning of section 
201 (p) of the act or because it Is exempt 
from part or all of the new drug provi¬ 
sions of the act pursuant to the exemp¬ 
tion for products marketed prior to 
June 25. 1938. contained in section 201 
(p) of the act, or pursuant to section 
107(c) of the Drug Amendments of 1962; 
or for any other reason. 

In accordance with the provisions of 
section 505 of the act (21 U.S.C. 355) and 
the regulations promulgated thereunder 
(21 CFR 310.314). the appllcant(&) and 
all other persons subject to this notice 
pursuant to 21 CFR 310.6 are hereby 
given an opportunity for a hearing to 
show why approval of the drug applica¬ 
tion (s) should not be withdrawn and an 
opportunity to raise, for administrative 
determination, ail issues relating to the 
legal status of a drug product named 
above and of all identical, related, or 
similar drug products. 

IX an applicant or any other person 
subject to this notice pursuant to 21 CFR 
310.6 elects to avail himself of the op¬ 
portunity for a hearing, he shall file (1) 
on or before April 21,1975, a written no¬ 
tice of appearance and request for hear¬ 
ing, and (2) on or before May 20. 1975, 
the data, information, and analyses on 
which he relies to Justify a bearing, as 
specified in 21 CFR 314.200. Any other 
Interested person may also submit com¬ 
ments on this notice. The procedures and 
requirements governing this notice of 
opportunity for hearing, a notice of ap¬ 
pearance and request for hearing, a sub¬ 
mission of data, Information, and 
analyses to justify a hearing, other com¬ 
ments, and a grant or denial of hearing, 
are contained in 21 CFR 130.14 as pub¬ 
lished and discussed in detail in the Fed¬ 
eral Register of March 13. 1974 <39 FR 
9750', recodified as 21 CFR 314.200 on 
March 29. 1974 (39 FR 11680). 

The failure of an applicant or any 
other person subject to this notice pur¬ 
suant to 21 CFR 310.6 to file timely writ¬ 
ten appearance an d req uest for hearing 
as required by 21 CFR 314.200 consti¬ 
tutes an election by such person not to 
avail himself of the opportunity for a 
hearing concerning the action proposed 
with respect to such drug product and a 
waiver of any contentions concerning the 
legal status of any such product. Any 
such drug product may not thereafter 
lawfully be marketed, and the Food and 
Drug Administration will initiate appro¬ 
priate regulatory action to remove such 
drug products from the market. Any new 
drug product marketed without an ap¬ 
proved NDA is subject to regulatory ac¬ 
tion at any time. 

A request for a hearing may not rest 
upon mere allegations or denials, but 
must set forth specific facts showing 
that there is a genuine and substantial 
Issue of fact that requires a hearing. If 
It conclusively appears from the fact of 
the data. Information, and factual anal¬ 


yses in the request for the hearing 
that there is no genuine and substantial 
issue of fact which precludes the with¬ 
drawal of approval of the application, or 
when a request for hearing is not made 
in the required format or with the re¬ 
quired analyses, the Commissioner will 
enter summary judgment against the 
person* s> who requests the hearing, 
making findings and conclusions, deny¬ 
ing a hearing. 

All submissions pursuant to this notice 
shall be filed In quintupllcate with the 
Hearing Clerk. Food and Drug Admin¬ 
istration (HFC-20), Room 4-65. 5600 
Fishers Lane. Rockville. MD 20852. 

All submissions pursuant to this no¬ 
tice. except for data and information 
prohibited from public disclosure pur¬ 
suant to 21 U.S.C. 331 (j) or 18 U.S.C. 
1905, may be seen in the office -of the 
Hearing Clerk during regular business 
hours, Monday through Friday. 

This notice Is issued pursuant to pro¬ 
visions of the Federal Food. Drug, and 
Cosmetic Act (secs. 505. 52 Stat 1052- 
1053, aa amended; 21 U.S.C. 3S5>. and 
under authority delegated to the Direc¬ 
tor of the Bureau of Drugs (21 CFR 
2 . 121 ). 

Dated: March 14.1975. 

J. Richard Crout. 

Director , Bureau of Drugs. 

jrn Doc,75-7386 Filed 3-20-76:8 45 am] 


IDESI 8119; Docket Wo. FDC-D-690; WDA 
8-119J 

PARENTERAL DRUG CONTAINING 

HYOROGENATEO ERGOT ALKALOIDS 

Withdrawal of Approval of New Drug 
Application 

In a notice of opportunity for hearing 
(DESI 8119) which was published in the 
Federal Register of August 6. 1974 (39 
FR 28308). the Director of the Bureau of 
Drugs proposed to Issue an order with¬ 
drawing approval of the drug product 
described below. The basis of the pro¬ 
posed action was the lack of substantial 
evidence that the product is effective for 
Its labeled indications. The product has 
been used in treatment of hypertension 
and various vascular disorders. No per¬ 
son contested the proposed action and ap¬ 
proval of the new drug application Is now 
being withdrawn. 

NDA 8-119; Hydergine Injection con¬ 
taining dihydroergocomine methanesul- 
fonate, dlhydroergocristine methanes ul- 
fonate. and dlhydroergokryptime me th¬ 
anes ulfonatc; Sandoz Pharmaceuticals 
Division. Sandoz-Wander. Inc., Route 10, 
E. Hanover, NJ 07936. 

All IdenticaL related, and similar drug 
products, not the subject of an approved 
new drug application, are covered by the 
application r eview ed and are subject to 
this notice 21 CFR 310.6. Any person who 
wishes to determine whether a specific 
product is covered by this notice should 
write the Food and Drug Administration, 
Division of Drug Labeling Compliance 
(HFD-310). 5600 Fishers Lane, Rock¬ 
ville. MD 20852. 

Neither the holder of the application 
nor any other person filed a written ap¬ 


pearance of election as provided by said 
notice. The failure to file such an ap¬ 
pearance constitutes an election by such 
persons not to avail themselves of the 
opportunity for a hearing. 

The Director of the Bureau of Drugs, 
pursuant to the provisions of the Fed¬ 
eral Food. Drug, and Cosmetic Act (sec. 
505, 52 StaL 1053, as amended; 21 U.S.C. 
355). an d und er authority delegated to 
him (21 CFR 2.121). finds that on the 
basis of new Information before him with 
respect to the drug product, evaluated 
together with the evidence available to 
him when the application was approved, 
there Is a lack of substantial evidence 
that the drug product will have the 
effects it purports or is represented to 
have under the conditions of use pre¬ 
scribed. recommended, or suggested in 
its labeling. 

Therefore, pursuant to the foregoing 
finding, approval of new drug applica¬ 
tion No. 8-119, and all amendments and 
supplements applying thereto Is with¬ 
drawn effective March 31, 1975. 

Shipment in interstate commerce of 
the above-listed product or of any iden¬ 
tical. related, or similar product, not 
the subject of an approved new drug 
application, will then be unlawful. 

Dated: March 14.1975. 

J. Richard Crout. 

Director, Bureau of Drugs. 

IFR Doc.75 7381 Filed 3-30-75:6:46 am) 


POSSIBLE RISK OF CANCER IN SITU Of 
THE CERVIX FROM MEDROXYPROGES¬ 
TERONE ACETATE INJECTABLE AND 
OTHER SYSTEMIC STEROIDAL CONTRA¬ 
CEPTIVES 

Open Hearing 

The Food and Drug Administration 
has pending a supplemental new drug 
application for Depo-Provera (medroxy¬ 
progesterone acetate injectable or MPA) 
for contraceptive use (NDA 12-541). In 
anticipation of approval of this supple¬ 
mental new drug application, a final 
order was published in the Federal Reg¬ 
ister of September 12. 1974 (39 FR 
32907) providing for patient labeling for 
MPA and specifying other conditions re¬ 
quired for lawful distribution of the drug. 

Subsequently, that order was stayed by 
a notice published in the Federal Reg¬ 
ister of October 30. 1974 (39 FR 38226). 
The notice advised that the Commis¬ 
sioner of Food and Drugs would delay the 
decision on the new drug application 
until the benefit-risk issues had been 
further considered. Specifically to be 
considered Is whether or not the drug 
may be associated with an increased risk 
of cancer in situ of the cervix. The notice 
stated that further public consideration 
of the issues was warranted and that this 
would occur in an open hearing. 

A 1-day hearing on this matter will be 
held on April 7, 1975. beginning at 8:30 
a.m. in Conference Rm. G, Parklawn 
Bldg.. 5600 Fishers Lane. Rockville, MD 
20652. The hearing will be co-chaired by 
Dr. Theodore King. Chairman of the Ob¬ 
stetrics and Gynecology Advisory Com¬ 
mittee. and Professor Jerome Cornfield, 
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Chairman of the Biometric and Epidem¬ 
iological Methodology Advisory Commit¬ 
tee. 

The question of whether systemic 
steroidal contraceptives (other than 
MPA) are or are not associated with an 
increased risk of cervical carcinoma has 
been the subject of several publications 
and ongoing studies, and has been dis¬ 
cussed previously with the Obstetrics and 
Gynecology Advisory Committee at its 
meeting of February 21, 1974. No conclu¬ 
sions could be drawn at that time based 
upon the available evidence. Therefore, 
the April 7 hearing will also concern it¬ 
self with a discussion of any additional 
studies that may be needed to produce 
more definitive answers. 

At this open hearing, members of both 
the Obstetrics and Gynecology Advisory 
Committee and the Biometric and Epi¬ 
demiological Methodology Advisory Com¬ 
mittee will receive and review all of the 
information presented. The Committees 
will be asked to answer the following 
specific" questions in their report to the 
Commissioner; 

1. Are the data In the new drug applica¬ 
tion for MPA adequate for a determination 
of the incidence of carcinoma In situ of the 
oervlx in women treated with MPA? Specifi¬ 
cally: 

a. Were the patients adequately screened 
before entering the study, and what are the 
IxnpUcalUms of the screening procedures on 
the Incidence rate? 

b. Was there adequate - confirmation of 
the Pap smears and the histologic diagnoses? 

c. Were other risk factors sufficiently 
MMNdf 

2. Is it appropriate to compare the data 
in the new drug application for MPA and 
the data in the Third National Cancer Insti¬ 
tute Survey in regard to the incidence of 
carcinoma in situ of the cenrU? If so. what 
conclusions would you draw from this 
comparison? 

3. Is It appropriate to compare the data 
In the new drug application for MPA with 
control data obtained from the published 
literature in regard to the incidence of car¬ 
cinoma in situ of the cervix? If so. what 
conclusions would you draw from such 
comparisons? 

4. Given all the data and information 
available to the Advisory Committees. Is there 
evidence of an association between the use of 
MPA and an Increased Incidence of carcinoma 
in situ of the cervix? If eo. Is there evidence 
that such association is drug-related? 

5. Olven all the data and Information 
available to the Advisory Committees, is there 
evidence of an association between the use 
of oral contraceptives and an Increased inci¬ 
dence of carcinoma In situ of the cervix or 
cervical dysplasia? 

0. If the currently available data raise rea¬ 
sonable doubts as to the answers to questions 
4 and 0. what specific additional types of 
studies are needed to rfesolve such doubts? 
Specify objectives and general design for each 
recommended type of study, 

7. Provide any other recommendations you 
wish to make on the Issues under considera¬ 
tion at this hearing. 

8. For the Obstetrics and Oynecology Ad¬ 
visory Committee only: Should Depo-Provora 
be approved at this time or a limited patient 
population under the conditions stated in 
tho Commissioner's final order (currently 
stayed) published in the Feoxxal Racism of 
September 12, 1974 (39 PR 32907). 

Persons appearing before the Advisory 
Committees are asked to address the 


specific Issues raised by these questions. 
Other matters relating to MPA (e.g.. data 
on mammary tumors In dogs, proposed 
distributional controls on drug, etc.) will 
not be considered at the hearing. 

Any interested person wishing to pre¬ 
sent data or information on these issues 
at the hearing must so Inform A. T. 
Gregoire. Ph. D. HFD-130, Rm. 14B-04, 
Parklawn Bldg.. 5600 Fishers Lane. Rock¬ 
ville. MD 20852, Tel. 301-443-3510 of that 
Intention, and indicate the amount of 
time requested for his presentation, by 
close of business on March 28, 1975. The 
total time for all such presentations will 
be 2 hours. Dr. Oregolre will then 
promptly Inform each person requesting 
an opportunity to be heard the time his 
oral presentation is scheduled to begin 
and the amount of time allocated for his 
presentation. Individuals and organiza¬ 
tions with common interests are urged to 
consolidate or coordinate their presenta¬ 
tions in view of the time limits. Persons 
with common Interests may be required 
to make Joint presentations. Any inter¬ 
ested person may also present written 
data or information whJch shall be con¬ 
sidered. Three copies of such written 
presentations shall be furnished to Dr. 
Gregoire at the address above on or be¬ 
fore March 28. 1975. 

The presentations and the order in 
which they will be given at the public 
hearing consist of the following: 

1. The Advisory Committees will hear a 
presentation by FDA on the charge to the 
Committees, tho history of MPA for Its con¬ 
traceptive indication; and a review of pub¬ 
lished and unpublished data on cervical 
changes following systcmically administered 
steroids. 

2. Testimony will be given by scientific 
experts from CDC and the academic com¬ 
munity on epidemiological and pathological 
considerations In the study of cervical cancer 
in situ. This wUl be followed by presentations 
by FDA and the manufacturer of MPA (The 
Upjohn Co.) of the data in the new drug 
application bearing on the incidence of 
cervical cancer in situ. A scientific expert 
from the National Cancer Institute will dis¬ 
cuss the Third NCI Survey, with specific 
emphasis on cervical cancer In situ. 

3. This will be followed by a presentation 
of data and information by Interested par¬ 
ties requesting to be heard. 

4. Finally, there wUl be a public discussion 
In which tho Committees will seek clarifica¬ 
tion. If necessary, or Issues raised by pre¬ 
vious speakers 

5. Following this open public hearing, the 
two Advisory Committees, after considering 
all Information presented. wUl deliberate In 
closed session and make final recommenda¬ 
tions on these matters to the Commissioner. 
A notice of thf Commissioner's final decision 
will he published in the Fxokxaz. Register. 

The anticipated time schedule Is as 
follows: 

1. 8:30-9:30—FDA presentation. 

2. 9:30-12:30—CDC. FDA. Upjohn, and NCI 
presentations. 12:30-1:30—Lunch. 

3. 1:30-3:30—Scheduled presentations by 
Interested persona. 

4. 3:30-4:30—Unscheduled presentations 
by interested persons and clarification of 
issues raised by previous speakers. 

5. 4:30 on—Deliberation in closed session 
and presentation of recommendations by 
committees may oontlnue to following day. 
April 8. if necessary. 


All written data or Information sub¬ 
mitted in response to this notice of open 
public hearing will be made available for 
public review in the office of the Hearing 
Clerk, Food and Drug Administration. 
Rm. 4-65, 5600 Fishers Lane. Rockville. 
MD 20852. during working hours, Mon¬ 
day through Friday. 

The F'ood and Drug Administration re¬ 
quested that Upjohn permit the agency to 
place all safety data pertinent to this 
matter on public display, including fin- 
published trade secret material. Upjohn 
declined to permit this. Accordingly, only 
analyses of Upjohn data not previously 
made public are placed on public display. 

The following materials relating to this 
subject are available for public review in 
the office of the Hearing Clerk at the 
address above: 

а. FDA and Upjohn analyses on the data 
in the new drug application concerned with 
incidence of cervical cancer In altu. 

b Letters to the Secretary dated October 2 
and October 9, 1974 from the Chairman of 
the Subcommittee on Intergovernmental Re¬ 
lations of the Committee on Government Op¬ 
erations. House of Representative*. United 
States Congress. ^ 

c. Memoranda of FDA staff and NCI staff 
relative to MPA and cervical cancer in situ. 

d. Fkdcsai. Rxcurrra documents on MPA. 

e. The following manuscripts and pub¬ 
lished reports: 

1. Idle. P., Wljnants, P. and Bonte, J.. 
“Cytologlcal Observations of Cervlco-vaglnal 
Smears on Hormone Contraception.” Dept, of 
Gynecological Cancer Studies. Oncology Cen¬ 
ter. Catholic University of Louvain. Belgium. 

2. Weld. O.. Bartels. P.. Annual Report to 
Ford Foundation on the Study on Effects 
of Oral Contraceptive* Grant No. 680-0497A— 
6338. July 1. 1973. 

3. Thomas. D. B. ‘’Relationship of Oral 
Contraceptive* to Cervical Carcinogenesis/* 
Obatct and Gynecol. 40:608-518. 1972. 

4. Melamed. M R . Koss. L. O.. Flehlnger. 
B J.. KelUky, R. P., Dubrow. H. “Prevalence 
Rates of Uterine Cervical Carcinoma In situ 
for Women Using the Diaphragm or Con¬ 
traceptive Oral Steroids.** Brit. Med. Jour . 
3:195-200. 1969 

5. Boyce. J. C.. Lu. T.. Nelson. J. H.. Joyce, 
D.. “Cervical Carcinoma and Oral Contra¬ 
ception.** Obsfef, and Gynecol. 40:139-146. 
1972. 

б. Fldler, H. K . Boyes. D A. Worth. A. J.. 
“Screening for Malignant Disease by Means 
of Exfoliative Cytology in Presymptom at 1c 
petectlon and Early Diagnosis.” A Critical 
Appraisal . Williams A Wilkins Company, 
1968. pp. 295 333. 

7. Cramer. D. W.. Cutler. 8. J.. “Incidence 
and Hlstopa tho logy of Malignancies of the 
Female Oenltal Organs in the United States." 
Amer . Jour, of Obatct. Gynecol. 118:443-460. 
1074. 

8. Stem, E., Clark. V. A.. Coffelt. C. F. 
“Contraceptives and Dvsplasla: Higher RAte 
for Pill Choosers.” Science 169:497-498. 1970. 

9. Stem. E.. Forsythe, A. B.. Youkeles, L., 
Dixon. W. J.. A Cvtologlcal Scale for Cervical 
Carcinogenesis. Cancer Research 34*2358- 
2361. 1074 

10. 8tem. E . Shankman, P.. Coffelt. C. F. 
Youkeles. L.. Forsythe. A.. “Contraceptive 
Choice and Dysplasia: Changes following the 
1970 Senate Hearings.” Contraception 7:435- 
441. 1973. 

11. Dabancens. A . Prado. R . Larragulbel, 
R , Zanartu. J.. “Intraepithelial Cervical Neo¬ 
plasia in Women Using Intrauterine Device* 
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Dated: March 18.1975. 

Sam D. Fine, 
Associate Commissioner 
for Compliance. 

(PR Doc.75-7530 Filed 3-20-75;8:45 am] 


JDESI 11470: Docket No. FDC-D-717; NDA 
11-439] 

PR0T0KYL0L WITH PENTOBARBITAL 
TABLETS 

Opportunity for Hearing on Proposal To 
Withdraw Approval of New Drug Application 

A notice iDESl 11470) was published 
In the Federal Register of July 27, 1972 
(37 FR 15041). pursuant to the evalua¬ 
tion of a report received from the Na¬ 
tional Academy of Sciences-Natlonal Re¬ 
search Council, Drug Efficacy Study 
Group. In which the Food and Drug Ad¬ 
ministration announced Its conclusion 


that the drug product described below 
Is less-than-effective (probably effective 
for the treatment of bronchospasm asso¬ 
ciated with acute and chronic bronchial 
asthma, pulmonary emphysema, bron¬ 
chitis. and bronchiectasis, and lacking 
substantial evidence of effectiveness lor 
its other labeled indications), and that 
additional evidence is required to estab¬ 
lish It effectiveness. No data concerning 
effectiveness having been submitted, the 
product Is now regarded as lacking sub¬ 
stantial evidence of effectiveness. This 
notice announces that conclusion and 
proposes to withdraw approval of the 
product. Persons wishing to request a 
hearing may do so before April 21. 1975. 

NDA 11-469; Cay tine with Pentobar¬ 
bital Tablets containing protokylol hy¬ 
drochloride and pentobarbital: Lakeside 
Laboratories. Inc.. 1707 East North Ave¬ 
nue, Milwaukee. WI 53201. 

On the basis of all of the data and in¬ 
formation available to him. the Director 
of the Bureau of Drugs is unaware of any 
adequate and well-controlled clinical In¬ 
vestigation. conducted by experts quali¬ 
fied by scientific training and experience, 
meeting the requirements of section 505 
of the Federal Food. Drug, and Cosmetic 
Act (21 U.S.C. 355) and 21 CFR 314.111 
(a)(5) and 21 CFR 3.86. demonstrating 
the effectiveness of the combination drug. 

Therefore, notice is given to the hold¬ 
er (s) of the new drug application (s) and 
to all other interested persons that the 
Director of the Bureau of Drugs pro¬ 
poses to issue an order under section 
505(e) of the Federal Food, Drug, and 
Cosmetic Act (21 U.6.C. 355(e)), with¬ 
drawing approval of the new drug ap¬ 
plication (s) (or if indicated above, those 
parts of the application(s) providing for 
the drug product(s) listed above) and 
all amendments and supplements there¬ 
to on the ground that new information 
before him with respect to the drug 
product(8). evaluated together with the 
evidence available to him at the time of 
approval of the application (s), shows 
there Is a lack of substantial evidence 
that the drug product(s) will have the 
effect it purports or is represented to have 
under the conditions of use prescribed, 
recommended, or suggested In the label¬ 
ing. 

In addition to the holder(s) of the new 
drug application($) specifically named 
above, this notice of opportunity for 
hearing applies to all persons who manu¬ 
facture or distribute a drug product 
which is identical, related, or similar to a 
dru g pr oduct named above, as defined in 
21 CFR 310.6. It Is the responsibility of 
every drug manufacturer or distributor to 
review this notice of opportunity for 
hearing to determine whether it covers 
any drug product he manufactures or 
distributes. Any person may request an 
opinion of the applicability of this notice 
to a specific drug product he manufac¬ 
tures or distributes that may be identi¬ 
cal, related, or similar to a drug product 
named in this notice by writing to the 
Food and Drug Administration. Bureau 
of Drugs, Division of Drug Labeling Com¬ 
pliance (HFD-310), 5600 Fishers Lane, 
Rockville, MD 20852. 


In addition to the ground (s) for the 
proposed withdrawal of approval stated 
above, this notice of opportunity for 
hearing encompasses all Issues relating 
to the legal status of the drug products 
subject to It (including identical, re¬ 
lated, or similar drug products as de¬ 
fined in 1 310.6) e.g.. any contention 
that any such product Is not a new drug 
because it is generally recognized as 
safe and effective within the meaning of 
section 201 fp) of the act or because it is 
exempt from part or all of the new drug 
provisions of the act pursuant to the 
exemption for products marketed prior 
to June 25. 1938. contained in section 
201 <p) of the act, or pursuant to section 
107<c) of the Drug Amendments of 1932; 
or for any other reason. 

In accordance with the provisions of 
section 605 of the act (21 UJS.C. 355) 
and the regulations promulgated there¬ 
under <21 CFR 310. 314), the appli¬ 
cants) and all other persons subject to 
this notice pursuant to 21 CFR 310.6 are 
hereby given an opportunity for a hear¬ 
ing to show why approval of the new 
drug application Cs) should not be with¬ 
drawn and an opportunity to raise, for 
administrative determination, all issues 
relating to the legal status of a drug 
product named above and of all Iden¬ 
tical, related, or similar drug products. 

If an applicant or any other person 
subject to this notice pursuant to 21 CFR 
310.6 elects to avail himself of the op¬ 
portunity for a hearing, he shall file (1> 
on or before April 21. 1975. a written 
notice of appearance and request for 
hearing, and (2) on or before May 20, 
1975. the data. Information, and anal¬ 
yses on which he relies to Justify a 
hearing, as specified in 21 CFR 314.200. 
Any other interested person may also 
submit comments on this notice. The 
procedures and requirements governing 
this notice of opportunity for hearing, n 
notice of appearance, and request for 
hearing, a submission of data, informa¬ 
tion. and analyses to Justify a hearing, 
other comments, and a grant or denial 
of hearing, are contained In 21 CFR 
130.14 as published and discussed in de¬ 
tail in the Federal Register of March 13. 
1974 (39 FR 9750). recodified as 21 
CFR 314.200 on' March 29, 1974 (39 FR 
11680). 

The failure of an applicant or any 
other person subject to this notice pur¬ 
suant to 21 CFR 310.6 to file timely 
written appearance and request for hear¬ 
ing as required by 21 CFR 314.200 con¬ 
stitutes an election by such person not to 
avail himself of the opportunity for a 
hearing concerning the action proposed 
with respect to such drug product and a 
waiver of any contentions concerning 
the legal status of any such drug product. 
Any such drug product may not there¬ 
after lawfully be marketed, and the Food 
and Drug Administration will initiate 
appropriate regulatory action to remove 
such drug products from the market. 
Any new drug product marketed without 
an approved NDA Is subject to regula¬ 
tory action at any time. 

A request for a hearing may not rest 
upon mere allegations or denials, but 
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must set forth specific facts showing that 
there Is a genuine and substantial issue 
of fact that requires a hearing. If it con¬ 
clusively appears from the face of the 
data, information, and factual analyses 
in the request for the hearing that there 
is no genuine and substantial issue of 
fact which precludes the withdrawal of 
approval of the application, or when a 
request for hearing is not made in the 
required format or with the required 
analyses, the Commissioner will enter 
summary Judgment against the person (s) 
who requests the hearing, making find¬ 
ings and conclusions, denying a hearing. 

All submissions pursuant to this notice 
shall be filed in quintuplicate with the 
Hearing Clerk. Pood and Drug Adminis¬ 
tration (HPC-20). Room 4-65. 5600 
Fishers Lane. Rockville. MX) 20852. 

All submissions pursuant to this no¬ 
tice. except for data and Information 
prohibited from public disclosure pur¬ 
suant to 21 U.S.C. 331<J) or 18 U.S.C. 
1905. may be seen In the ofllce of the 
Hearing Clerk during regular business 
hours. Monday through Friday. 

This notice is issued pursuant to pro¬ 
visions of the Federal Food, Drug, and 
Cosmetic Act (secs. 505. 52 Stat. 1052- 
1053, as amended; 21 UJ3.C. 355), and 
under authority delegated to the Direc¬ 
tor of the Bureau of Drugs (21 CFR 
2 . 121 ). 

Dated: March 14.1975. 

J. Richard Crout. 

Director , Bureau of Drugs. 

(PR Doc.75-7384 Piled 3 20-75;8:45 am] 


RADIOLOGICAL HEALTH ADVISORY 
COMMITTEES 

Request for Nominations for Members 

The Food and Drug Administration re¬ 
quests nominations for new members 
for radiological health advisory com¬ 
mittees. Nominations are due by April 30, 
1975. 

The Secretary of Health. Education, 
iand Welfare and. by delegation, the 
Commissioner of Food and Drugs, and 
the Director. Bureau of Radiological 
Health, are charged with the adminis¬ 
tration of those portions of the Public 
Health Service Act (42 U.S.C. 217a, 263b. 
263f) that are designed to protect the 
public health from hazardous radiation 
emissions. 

The Technical Electronic Product 
Radiation Safety Standards Committee 
(TEPRSSC), the Medical Radiation Ad¬ 
visory Committee (MRAC), and the Ra¬ 
diation Bio-Effects and Epidemiology 
Advisory Committee (RBEAC) are 
charged with advising and consulting 
with the Commissioner on matters re¬ 
lated to radiological health as described 
below. 

The Commissioner requested In a Fed¬ 
eral Register publication on July 8, 1974 
(39 FR 24940), nominations for the 
above-mentioned committees to replace 
members whose terms expired in 1974. 
Nominations received in response to that 
publication, but which did not result In 
committee appointments, will be recon¬ 


sidered for the vacancies announced 
herein. The names and affiliations of 
those appointed, pursuant to the July 8. 
1974 request for nominations, follow: 

New members on the TEPRSSC are: 
Dr. Ira Lon Morgan, Columbia Scientific 
Industries; Dr. Karl Z. Morgan. Georgia 
Institute of Technology; Mr. Paul Shoop, 
International Brotherhood of Electrical 
Workers: Lt. Col. George 8. Kush. Office 
of the Surgeon General. USAF; Mr. B. 
Jim Porter, Louisiana Division of Radi¬ 
ation Control. 

New members appointed to the MRAC 
are: Dr. James H. Christie. University 
Hospitals. University of Iowa; Dr. Pris¬ 
cilla W. Laws. Department of Physics 
and Astronomy, Dickinson College; Mr. 
Robert J. Roth. New England Baptist 
Hospital; Dr. Robert E. Roth. Depart¬ 
ment of Radiation Oncology. University 
of Alabama at Birmingham; Mrs. 
Polly C. Story. North Carolina Baptist 
Hospital and Bowman Gray School of 
Medicine of Wake Forest University. 

All interested persons are Invited to 
nominate qualified candidates for con¬ 
sideration as members of the following 
committees: 

Technical Electronic Product Radia¬ 
tion Safety Standards Committee 

The Technical Electronic Product 
Radiation Safety Standards Committee, 
established by the Secretary pursuant to 
section 358(f)(1)(A) of the Radiation 
Control for Health and Safety Act of 
1968 (42 U.S.C. 2630, must be consulted 
before prescribing any performance 
standards for electronic product radia¬ 
tion safety. 

Since its Inception in 1969, the 
TEPRSSC has provided valuable techni¬ 
cal and scientific advice to the Bureau of 
Radiological Health. Food and Drug Ad¬ 
ministration, on the development of elec¬ 
tronic product radiation safety perform¬ 
ance standards. Thus far. regulatory 
performance standards have been Issued 
under 21 CFR Chapter I. Subchapter J, 
for television sets, cold cathode gas dis¬ 
charge tubes, microwave ovens, diag¬ 
nostic x-ray systems and their major 
components, and cabinet x-ray equip¬ 
ment (including x-ray baggage inspec¬ 
tion devices for use at airports and simi¬ 
lar facilities). The Committee meets ap¬ 
proximately twice each year and occas- 
siotially reviews documents transmitted 
by mail. 

A second proposed performance stand¬ 
ard for laser products was published in 
the Federal Register of September 4. 
1974 (39 FR 32094). Other electronic 
products for which performance stand¬ 
ards may be issued in the future include 
equipment used for ultrasound therapy, 
microwave diathermy, ultraviolet ir¬ 
radiation, and electron microscopy. 

Pursuant to section 358(f) of the act, 
members will be appointed by the Com¬ 
missioner after consultation with public 
and private agencies concerned with the 
technical aspect of electronic product 
radiation safety. Each member shall be 
technically qualified by training and ex¬ 
perience in one or more fields of science 
or engineering applicable to electronic 


product radiation safety. As required by 
the act. the Committee is composed of 
fifteen members selected as follows: 

1. Five from governmental agencies in¬ 
cluding State and Federal governments: 

2. Five from the affected industry, af¬ 
ter consultation with Industry represent¬ 
atives; and 

3. Five from the general public, of 
which at least one shall be representative 
of organized labor. 

Effective December 31.1975. two mem¬ 
bers from industry, one from the public 
sector, and two members from the gov¬ 
ernmental sector will complete their 
terms and may be replaced. 

Nominations are solicited for engineers 
or scientists qualified in electronic prod¬ 
uct radiation safety to fill these vacan¬ 
cies for a 3-year term. Nominations are 
invited from consumer, Industry, govern¬ 
ment. and professional organizations, 
and should be sent with accompanying 
information to: 

Mr. Marshall 8. Little, Executive Secretary. 
TEPRSSC. 

Food and Drug Administration. 

Bureau of Radiological Health (IIPX-440), 
5600 PlAhcra Lane. 

Rockville. Md. 20852. 

Medical Radiation Advisory Committee 

The Medical Radiation Advisory Com¬ 
mittee was established under the name 
Medical X-ray Advisory Committee on 
October 31, 1963, pursuant to section 222 
of the Public Health Service Act (42 
U.S.C. 217a). It was renamed the Medi¬ 
cal Radiation Advisory Committee on 
June 25. 1970. The Committee advises 
and consults with the Commissioner 
on the formulation of policy and de¬ 
velopment of a coordinated national pro¬ 
gram relating to application of ionizing 
radiation to obtain maximum diagnostic 
information and therapeutic benefit per 
unit of radiation exposure to the public. 

Thfr MRAC meets approximately twice 
each year and has provided advice to 
the Bureau of Radiological Health. Food 
and Drug Administration, on programs 
related to medical and dental use of 
x-ray. training of medical radiation 
users, nuclear medicine, and the develop¬ 
ment of policy statements on the effec¬ 
tive use of medical radiation. 

Current Committee emphasis is di¬ 
rected toward qualifications of operators 
of x-ray equipment and radiological 
training programs; equipment require¬ 
ments and standards; examination and 
procedural efficacy; and the evaluation of 
computer applications in radlolo^ 
operations. 

The Committee consists of thirteen 
members, including the chairman. Mem¬ 
bers are selected and the chairman is 
appointed by the Commissioner from 
authorities knowledgeable in the fields of 
medicine, dentistry, health sciences, en¬ 
gineering. # public health, and related 
technology. Members arc invited to serve 
4-year terms. Effective July 1, 1975. there 
will be a total of three vacancies on this 
Committee. Interested persons are in¬ 
vited to submit names of qualified can¬ 
didates and accompanying information 
to; 
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WUUom 8s Cole, M.D., Executive Secretary. 
MRAC. 

Food and Drug Administration, 

Bureau of Radiological Health (HFX-4), 
6600 Fisher* Lane. 

Rockville, MO 20862. 

Radiation Bio-Effects and 

Epidemiology Advisory Committee 

The Radiation Bio-Effects and Epi¬ 
demiology Advisory Committee was 
established on October 22. 1971, in ac¬ 
cordance with 42 UB.C. 217a, 263b. The 
Committee consists of fifteen members, 
including the chairman, selected by the 
Commissioner from among authorities 
knowledgeable in the fields of pathology, 
radiology, physiology, psychology, ge¬ 
netics, biometrics, epidemiology, toxi¬ 
cology. biophysics, and electronic engi¬ 
neering. 

The Committee advises the Commis¬ 
sioner concerning the research bases for 
electronic product emission standards 
and radiological health practices. The 
RBEAC meets approximately twice each 
year. It has provided the Bureau of 
Radiological Health, Food and Drug Ad¬ 
ministration. with advice on the progress 
of ongoing bio-effects research projects, 
and recommended priorities for future 
bio-effects research needs. 

Five members will complete their 
terms on January 31. 1976. Nominations 
for persons to serve a term of not less 
than 2 years nor more than 4 years for 
these vacancies are now solicited. The 
qualifications are indicated above. Names 
of qualified candidates and accompany¬ 
ing information should be sent to: 


Office of the Secretary 

REVIEW PANEL ON NEW DRUG 
REGULATION 

Meeting 

Notice Is hereby given, pursuant to 
Pub. L. 92-463, that the Review Panel 
on New Drug Regulation, established 
pursuant to Pub. L. 92-463 by the Secre¬ 
tary, Department of Health. Education, 
and Welfare, on February 21, 1975, will 
meet on Tuesday, April 8. 1975. at 8:30 
a.m. In room 5051 of the Department of 
Health. Education, and Welfare's North 
Building, 330 Independence Avenue. 8W., 
Washington. D.C. The Review Panel will 
consider matters pertaining to a study of 
existing policies and procedures for the 
regulation of new drugs by the Food and 
Drug Administration in order to advise 
the Secretary of Health, Education, and 
Welfare of any deficiencies in the policies 
and procedures and to make recom¬ 
mendation to the Secretary concerning 
the elimination of such deficiencies. 

The meeting is open to the public. 

Further Information on the Review 
Panel may be obtained from Dr. Lionel 
M. Bernstein, Executive Secretary. Re¬ 
view Panel on New* Drug Regulation, 
Room 4617, HEW North Building. 330 
Independence Avenue. SW., Washington, 
D.C. 20201, telephone (202) 245-7510. 

Dated: March 18.1975. 

Lionel M. Bernstein, 
Executive Secretary, Review 
Panel and New Drug Regula¬ 
tion . 


This declaration of a major disaster 
supersedes the President's January 18. 
1975, declaration of an emergency for the 
State of Alabama. FDAA-3007-EM. 

Notice is hereby given that pursuant 
to the authority vested in the Secretary 
of Housing and Urban Development 
under Executive Order 11795. and dele¬ 
gated to me by the Secretary under De¬ 
partment of Housing and Urban Devel¬ 
opment Delegation of Authority, Docket 
No. D-74-285, I here by appoint Mr. 
Thomas P. Credle. HUD Region IV. to act 
as the Federal Coordinating Officer for 
this declared major disaster. 

I do hereby determine the following 
areas of the State of Alabama to have 
been adversely affected by this declared 
major disaster: 


The Counties of: 
Barbour 
BuUock 
Choctaw 
Cleburne 
Coffee 
Crenshaw 
Cullman 
Dale 
Dallas 
Geneva 
Jefferson 
Lee 


IsOwndca 

Macon 

Montgomery 

Pike 

8t. Clair 

Shelby 

Tuscaloosa 

Walker 

Washington 

Wilcox 

Winston 


(Catalog of Federal Domestic Assistance No. 
14.701. Disaster Assistance.) 


Dated: March 14. 1975. 

Thomas P. Dunne. 
Administrator . Federal Dis¬ 
aster Assistance Administra¬ 
tion* 


Executive Secretory, RBEAC. 

Food and Drug Administration. 

Bureau at Radiological Health (HFX TOO), 
6600 Fishers Lane, 

Rockville, MD 20862. 


To be considered for any of these three 
Committees, each nomination of a quali¬ 
fied person must be received on or before 
April 30. 1975, and be accompanied by 
a curriculum vitae, which provides de¬ 
tailed evidence of nominee qualifications, 
including current employment, profes¬ 
sional affiliations, and where the nomi¬ 
nee may be contacted. This Information 
should be sent to the Executive Secre¬ 
tary of the Committee, as set forth above, 
for which the person is being nominated. 
Nominations must also state that the per¬ 
son nominated is aware of the nomina¬ 
tion, is interested in becoming Involved 
in the effort, and appears to have no con¬ 
flict of interest. 

Dated: March 17,1975. 

Sam D. Fine. 

Associate Commissioner 
for Compliance „ 
IFR Doc.75-7388 Filed 3-20-75;8:45 am] 


IFRDoc.76-7473 Filed 3-20-75:8:45 ami 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 


| FDAA-458 -DR; Docket No. NFD-252) 

ALABAMA 

Major Disaster and Related Determinations 

Pursuant to the authority vested In the 
Secretary of Housing and Urban Devel¬ 
opment by the President under Executive 
Order 11795 of July 11, 1974, and dele¬ 
gated to me by the Secretary under De¬ 
partment of Housing and Urban Develop¬ 
ment Delegation of Authority. Docket 
No. D-74-285: and by virtue of the Act 
of May 22. 1974. entitled "Disaster Relief 
Act of 1974” (88 Slat 143); notice is 
hereby given that on March 14. 1975. the 
President declared a major disaster as 
follows: 

I have determined that the damage In cer¬ 
tain areas of the State of Alabama resulting 
from severe storms and flooding beginning 
about January 10, 1076. U of sufficient sever¬ 
ity and magnitude to warrant a major disas¬ 
ter declaration tinder Public Law 03-288. I 
therefore declare that such a major disaster 
exists in the State of Alabama. 


|FR Doc.75-7442 Filed 3-20-75:8:46 am] 


| PDAA-S006 EM: Docket No. NFD-251| 

GEORGIA 

Emergency Declaration and Related 
Determinations 

Pursuant to the authority vested in the 
Secretary of Housing and Urban Devel¬ 
opment by the President under Execu¬ 
tive Order 11795 of July 11, 1974, and 
delegated to me by the Secretary under 
Department of Housing and Urban De¬ 
velopment Delegation of Authority, 
Docket No. D-74-285: and by virtue of 
the Act of May 22. 1974. entitled "Disas¬ 
ter Relief Act of 1974" (88 Stat, 143); 
notice is hereby given that on March 14. 
1975. the President declared an emer¬ 
gency as follows: 

I have determined that the impact of tor¬ 
nadoes. high winds, and flooding cm the Slate 
of Georgia. beginning about February 18. 
1975. Is or sufficient severity and magnitude to 
warrant a declaration of an emergency under 
Public Law 93-288. I therefore declare that 
such an emergency exists In the 8tate of 
Georgia. You are to determine the specific 
areas within the State eligible for Federal 
assistance under this declaration. 

Notice Is hereby given that pursuant 
to the authority vested In the Secretary 


Nominations and Accompanying 
Information 


Federal Disaster Assistance 
Administration 
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of Housing and Urban Development 
under Executive Order 11795, and dele¬ 
gated to me by the Secretary under De¬ 
partment of Housing and Urban Devel¬ 
opment Delegation of Authority, Docket 
D-74-285. I hereby appoint Mr. Thomas 
P. Credle, HUD Region IV, to act as the 
Federal Coordinating Officer for this de¬ 
clared emergency. 

I do hereby determine the following 
area in the State of Georgia to have been 
adversely affected by this declared 
emergency: 

The County of: Peach 

(Catalog of Federal Domestic Assistance No. 
14.701, Disaster Assistance.) 

Dated: March 14, 197$. 

Thomas P. Dunk* *. 

Administrator, Federal Disaster 
Assistance Administration . 

|FK Doc.75-7441 Filed 3-20-75:8:45 am) 

CIVIL AERONAUTICS BOARD 

(Order 75-3-52 Docket No. 26404. Agreement 
CAB 24079) 

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION 

Agreement Relating to Passenger-Fare 
Matters 

Adopted by the Civil Aeronautics 
Board at its office in Washington. D.C. on 
the 17th day of March, 1975. 

An agreement has been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation Act of 1958 (the Act) 
and Part 261 of the Board’s Economic 
Regulations, between various air carriers, 
foreign air carriers and other air carriers, 
embodied In the resolutions of the Traffic 
Conferences of the International Air 
Transport Association (IATA). The 
agreement, adopted by mail vote, has 
been assigned the above-designated 
C.A.B. agreement number. 

Insofar as transportation to/from U S. 
points is concerned. Agreement CAJI. 
24979 would increase, effective April 1, 
1975. all fares to/from Romania by $2.00 
each way to compensate carriers for an 
Increase in the airport service charge re¬ 
cently Imposed by the Government of 
Romania. We will approve the agreement 
as being reasonable since it reflects a 
pass-through of an increased passenger 
service charge in fares to/from Romania 
previously agreed upon. 

The Board, acting pursuant to sections 
102, 204(a), 404(b). 412 and 1002 of the 
Act does not find the following resolu¬ 
tions, incorporated in the agreement in¬ 
dicated, are adverse to the public inter¬ 
est or in violation of the Act: 

IATA Resolutions 
200 (Mail 236 ) 003s 
JT12 (Mall 862) 003* 

JT23 (Mall 354) 0037. 

JT123 (Mall 748) 0032 

Accordingly , it is ordered That, L 
Agreement C.AJ3. 24979 be and hereby 
Is approved: and 

2. Tariffs Implementing the agreement 
be marked to expire March 31, 1976. 


This order will be published in the Fed¬ 
eral Register. 

By the Civil Aeronautics Board: 

(seal! Edwut Z. Hollahd, 

Secretary . 

(FR Doc.75-7470 Filed 3-20-75:8:45 am) 


(Order 75-3-21, Docket No. 26494, Agreement 
C.A.B. 24980 R-l and Rr-2| 

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION 

Agreement Relating to Proportional Fare 
Matters 

Issued under delegated authority 
March 7. 1975. 

An agreement has been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation Act of 1958 (the Act) 
and Part 261 of the Board’s Economic 
Regulations, between various air carriers, 
foreign air carriers and other carriers 
embodied in the resolutions of the Traffic 
Conferences of the International Air 
Transport Association (IATA). The 
agreement, adopted by mail vote, has 
been assigned the above-designated 
C.A-B. agreement number. 

The agreement would amend those por¬ 
tions of resolutions governing North/ 
Central Pacific and South Pacific pro¬ 
portional fares which set forth the action 
to be taken In the event of a general 
U.S. or Canadian domestic or trans- 
border fore change. The amendments 
provide for the convening of a propor¬ 
tional fare meeting within 10 days after 
a fare change is filed with and/or au¬ 
thorized by one or both of the govern¬ 
ments concerned. However, when a meet¬ 
ing is called prior to government au¬ 
thorization of any fare change, upon pro¬ 
test by at least two carriers (one In the 
case of a Canadian change). the meeting 
may not be held until after government 
authorization of the fare change. 

Pursuant to authority duly delegated 
by the Board in the Board’s Regulations. 
14 CFR 385.14, it is not found that the 
following resolutions, which are Incor¬ 
porated in Agreement C.A.B. 24980 as 
Indicated, are adverse to the public In¬ 
terest or in violation of the Act: 
Agreement C A B. 24980: IATA resolution 


R~1_ JT31 (Mall 283) 015a. 

R-2.. JT31 (Mail 283 ) 015b. 


Accordingly . it is ordered , That: 

Agreement CA.B. 24980 be and hereby 
is approved. 

Persons entitled to petition the Board 
for review of this order pursuant to the 
Board’s Regulations. 14 CFR 385.50, may 
file such petttions within ten days after 
the date of sendee of this order. 

This order shall be effective and be¬ 
come the action of the Civil Aeronautics 
Board upon expiration of the above pe¬ 
riod. unless within such period a petition 
for review thereof Is filed or the Board 
gives notice that it will review this order 
on Its own motion. 


This order will be published in the 
Federal Register. 

[seal] Phyllis T. Kaylor. 

Acting Secretary. 

(FR Doc.76-7471 Filed 3-20-75:8:45 am) 


(Docket No. 27582; Order 75-3-54) 

PAN AMERICAN WORLD AIRWAYS, INC. 

Military Excursion Fares Proposed 

Adopted by the Civil Aeronautics 
Board at its office in Washington, D.C. 
on the 5th day of March, 1975. 

By tariff revisions filed January 31, 
1975, for effect March 2. 1975. Pan 
American World Airways. Inc. <Pan 
American) proposes to establish special 
round-trip excursion fares from Guam to 
Hong Kong, Kuala Lumpur and Singa¬ 
pore for use by U S. military personnel 
and their dependents stationed on Guam. 5 
The fares are subject to a 45-day maxi¬ 
mum stay and unlimited stopovers would 
be permitted. 

In its Justification. Pan American 
states that fares are designed to make 
available vacation travel, not otherwise 
possible, to U B. military personnel and 
their dependents stationed on Guam: 
that approximately 30 round-trip pas¬ 
sengers weekly would use the fare prac¬ 
tically all of which can be considered 
generative rather than diversionary: 
that the fares would serve to stimulate 
travel on new routes which are in the de¬ 
velopmental stage for Pan American: 
that the proposed fares would contribute 
$295,000 to profit: and that the oppor¬ 
tunity for travel Is simply not available 
to military personnel because the IATA 
fares are beyond the range of their dis¬ 
cretionary income. 

The Board has determined that the 
proposed fares may be unjust, unreason¬ 
able. unjustly discriminatory, unduly 
preferential, unduly prejudicial, or 
otherwise unlawful, and should be sus¬ 
pended pending Investigation. 

By Order 74-4-2, dated April 1, 1974. 
the Board disapproved an agreement 
reached within the International Air 
Transport Association (LATA) which 
would have established similar fares for 
U.S. military personnel. The Board's dis¬ 
approval rested on the discrimination 
inherent in offering special fares for a 
selected segment of the flying public 
which are not available to others. The 
Board has permitted special fares for 
military personnel stationed abroad and 
their dependents. However, these fares 
have been warranted by morale consid¬ 
erations and are limited to travel by the 
military between their duty stations 
abroad and homes for the purpose of 
visiting family and friends—a purpose 
quite different from vacation travel.' 


* Air Tariffs Corporation, Agent. Tariff 
CA.B. No. 44, 12th Revised Page 316. 

• These special fares are presently available 
to the military stationed on Guam for travel 
to the mainland. 
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NOTICES 


Accordingly, pursuant to the Federal 
Aviation Act of 1958. a* amended, and 
particularly sections 204 <a), 403. 801 and 
1002(J) thereof. 

Jt is ordered. That: 1. An investiga¬ 
tion be instituted to determine whether 
the fares and provisions in Rule 290. on 
8th Revised Page 82-A. and Table 2. on 
12th Revised Page 315. to Passenger 
Fares Tariff No. PF-4. C.AJB. No. 44. Is¬ 
sued by Air Tariffs Corporation. Agent, 
and practices affecting such fares and 
provisions, are or will be unjust, unrea¬ 
sonable, unjustly discriminatory, unduly 
preferential, unduly prejudicial, or other¬ 
wise unlawful, and If found to be unlaw¬ 
ful, to take appropriate action to pre¬ 
vent the use of such fares and provisions 
or rules, regulations, or practices; 

2. Pending hearing and decision by 
the Board, the fares and provisions on 
the tariff pages specified in paragraph 1 
above are suspended and their use de¬ 
ferred to and Including March 31. 1978 
unless otherwise ordered by the Board, 
and that no changes be made therein 
during the period of suspension except by 
order or special pel-mission of the Board: 

3. This order shall be submitted to the 
President* and shall become effective 
April 1. 1975; 

4. The Investigation ordered herein be 
assigned for hearing before an Adminis¬ 
trative Law Judge of the Board at a time 
and place hereafter to be designated; 
and 

5. Copies of this order be served upon 
Pan American World Airways. Inc., which 
Is hereby made a party to this proceed¬ 
ing. 

This order will be published in the 
Federal Register. 

By the Civil Aeronautics Board: 

(seal! Phyllis T. Kaylor. 

Acting Secretary. 

fra DOC.75-7472 Piled 3 20-75; 8: 45 ami 

COMMISSION ON CIVIL RIGHTS 

CALIFORNIA STATE ADVISORY 
COMMITTEE 

Agenda and Notice of Open Meeting 

Notice la hereby given, pursuant to the 
provisions of the rules and regulations 
of the U.S. Commission on Civil Rights, 
that a factfinding meeting of the Cali¬ 
fornia State Advisory Committee (SAC) 
to this Commission will convene at 9 &.m. 
on April 11. 1975, In the City of Salinas 
Council Chambers, City Hall, Salinas, 
California 93901. 

Persons wishing to attend this meeting 
should contact the Committee Chairman, 
or the Western Regional Office of the 
Commission. Room 1015, 312 North 
Spring Street, Los Angeles, California 
90012. 

The purpose of this factfinding meet¬ 
ing is an Investigation into concerns of 
secondary education of Mexican Ameri¬ 
cans in the Salinas Union High School 
District. 


• Tbit order wat transmitted to tht Presi¬ 
dent on March 7, 1075. 


This meeting will be conducted pur¬ 
suant to the Rules and Regulations of 
the Commission. 

Dated at Washington, D.C., March 17, 
1975. 

Isaiah T. Creswell, Jr., 
Advisory Committee 
Management Officer. 

I TO Doc.75-7445. Filed 3-20-75; 8:45 un] 


CALIFORNIA STATE ADVISORY 
COMMITTEE 

Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations 
of the U.S. Commission on Civil Rights, 
that a planning meeting of the Cali¬ 
fornia State Advisory Committee (SAC) 
to this Commission will convene at 7:30 
p.m. on April 10.1975. at the Townhouse. 
808 North Main. Peninsula Room, Sa¬ 
linas. California 93901. 

Persons wishing to attend this meet¬ 
ing should contact the Committee Chair¬ 
man. or the Western Regional Office of 
the Commission. Room 1015, 312 North 
Spring Street, Lots Angeles, California 
90012. 

The purpose of this meeting is a re¬ 
view of agenda, witnesses and hearing 
book for one day open meeting. 

This meeting will be conducted pur¬ 
suant to the Rules and Regulations of 
the Commission. 

Dated at Washington. D.C.. March 17, 
1975. 

Isaiah T. Criswell. Jr., 
Advisory Committee 
Management Officer. 

[TO Doc.75-7446 Filed 3-20-75:8:45 am] 


COLORADO STATE ADVISORY 
COMMITTEE 

Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations 
of the U.8. Commission on Civil Rights, 
that a planning meeting of the Colorado 
State Advisory Committee (SAC) to this 
Commission will convene at 8 a m. on 
April 28, 1975, at the Quality Inn. 1840 
Sherman Street, Denver, Colorado 80203. 

Persons wishing to attend this meet¬ 
ing should contact the Committee Chair¬ 
man, or the Mountain States Regional 
Office of the Commission. Room 216.1726 
Champa Street, Denver, Colorado 80202. 

The purpose of this meeting Is to re¬ 
view activities concerning a project by 
the SAC regarding accessibility of mi¬ 
norities and women to the medical and 
legal professions. 

This meeting will be conducted pur¬ 
suant to the Rules and Regulations of 
the Commission. 

Dated at Washington. D.C., March 17, 
1975. 

Isaiah T. Creswell, Jr.. 

Advisory Committee 
Management Officer. 

(Fit Doc.75-7447 Filed 8-20-75;8:45 am] 


DELAWARE STATE ADVISORY COMMITTEE 
Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to 
the provisions of the rules and regula¬ 
tions of the UjS. Commission on Civil 
Rights, that a conference of the Dela¬ 
ware State Advisory Committee w ill con¬ 
vene at 9:30 a m. on April 12. 1975, at 
Wilmington High School, Lancaster Ave¬ 
nue and DuPont Road. Wilmington, 
Delaware. 

Persons wishing to attend this confer¬ 
ence should contact the Committee 
Chairman, or the Mid-Atlantic Regional 
Office of the Commission. Room 510. 2120 
L Street NW., Washington, D.C. 20037. 

The purpose of this meeting is a con¬ 
ference on equal employment opportu¬ 
nity in the State of Delaware. 

This meeting will be conducted pur¬ 
suant to the Rules and Regulations of 
the Commission. 

Dated at Washington, D.C„ March 17, 
1975. 

Isaiah T. Creswell, Jr., 
Advisory Committee 
Management Officer. 

[TO Doc.75-7448 Filed 3-20-75:8:45 am] 


INDIANA STATE ADVISORY COMMITTEE 
Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations of 
the Uj 8. Commission on Civil Rights, 
that a planning meeting of the Indiana 
State Advisory Committee (SAC) to this 
Commission scheduled to convene at 10 
a.m. on March 22, 1975. at Calumet Col¬ 
lege, Conference Room. East Chicago, 
Indiana 46312, will convene at 10 ajn. on 
March 22. 1975. but will meet at the 
Holiday Inn, 3830 179th 8treet, Ham¬ 
mond, Indiana. 

Persons wishing to attend this meet¬ 
ing should contact the Committee Chair¬ 
man. or the Midwestern Regional Office 
of the Commission. 230 South Dearborn 
Street, 32d Floor, Chioago. Illinois 60604. 

The purpose of this meeting Is the re¬ 
lease of Migrant Report-Migrant As¬ 
sembly Conference Lake County Study 
Planning. 

This meeting will be conducted pur¬ 
suant to the Rules and Regulations of 
the Commission. 

Dated at Washington, D C., March 17, 
1975. 

Isaiah T. Creswell, Jr., 
Advisory Committee 
Management Officer. 

[TO Doc.75-7440 FUed 3-20-75;8:45 atm) 


INDIANA STATE ADVISORY COMMITTEE 
Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations 
of the UJS. Commission on Civil Rights, 
that a press conference and planning 
meeting of the Indiana Stato Advisory 
Committee (SAC) to this Commission 
will convene at 10 an on April 3. 1975, 
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NOTICES 


at the Quality Inn, 1530 N. Meridian, 
Indianapolis, Indiana. 

Persons wishing to attend this meet¬ 
ing should contact the Committee 
Chairman, or the Midwestern Regional 
Office of the Commission, 230 South 
Dearborn Street, 32d Floor. Chicago, 
Illinois 60604. 

The purpose of this planning and press 
conference is to release Migrant Report 
and training session for Migrant Mobili¬ 
zation Conference. 

This meeting will be conducted pur¬ 
suant to the Rules and Regulations of 
the Commission. 

Dated at Washington, D C., March 17, 
1975. 

Isaiah T. Cats well, Jr., 
Advisory Committee 
Management Officer. 

|FK Doc 75-7450 Filed 3 30-75;8:46 am] 


INDIANA STATE ADVISORY COMMITTEE 
Agenda and Notice of Open Meeting 

Notice Is hereby given, pursuant to the 
provisions of the rules and regulations of 
the U.S. Commission on Civil Rights, that 
a conference of the Indiana State Advi¬ 
sory Committee (SAC) to this Commis¬ 
sion will convene at 9:30 ajn. on April 18. 
1975, at 2000 W. Jefferson Street. First 
United Presbyterian Church, Indiana 
46901. 

Persons wishing to attend this meeting 
should contact the Committee Chairman, 
or the Midwestern Regional Office of the 
Commission, 230 South Dearborn Street, 
32d Floor, Chicago, Illinois 60604. 

The purpose of this meeting Is dis¬ 
crimination of information in the In¬ 
diana Migrant Report formation of a 
concortium of statewide organization to 
develop steps for implementation of rec¬ 
ommendations contained in the report. 

This meeting will be conducted pur¬ 
suant to the Rules and Regulations of 
the Commission. 

Dated at Washington. D.C., March 17. 
1975. 

Isaiah T. Creswell, Jr., 
Advisory Committee 
Management Officer. 

(FR Doc.75-7451 Filed 3 20-75;8:46 am] 


MICHIGAN STATE ADVISORY COMMITTEE 
Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations 
of the UB. Commission on Civil Rights, 
that a planning meeting of the Michigan 
State Advisory Committee (SAC) to this 
Commission will convene at 7:30 pjn. and 
10 p.m. on April 10. 11. 1975. at Mott 
Community College Student Center, 2d 
Floor. 1401 E. Court Street, Flint. Michi¬ 
gan 45503. 

Persons wishing to attend this meeting 
should contact the Committee Chairman 
or the Midwestern Regional Office of the 
Commission. Room 1428, 230 South 
Dearborn 8treet. 32d Floor, Chicago. Illi¬ 
nois 60604. 


The purpose of this meeting Subcom¬ 
mittee to review results of the first stage 
of the Committees in Community De¬ 
velopment project. Full Committee will 
discuss potential new members, Ap¬ 
prove first interior report on community 
development project. Continue planning 
for second hearing. 

This meeting will be conducted pursu¬ 
ant to the Rules and Regulations of the 
Commission. 

Dated at Washington, D.C., March 17, 
1975. 

Isaiah T. Creswell. Jr.. 

Advisory Committee 
Management Officer . 

(FR Doc.75-7464 Filed 3-20-75:8:46 amj 


NEW JERSEY STATE ADVISORY 
COMMITTEE 

Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations 
of the UB. Commission on Civil Rights, 
that a planning meeting of the New Jer¬ 
sey State Advisory Committee (SAC) to 
this Commission will convene at 7:30 
pm. on April 15. 1975, at the College of 
Medicine and Dentistry. 100 Bergen 
Street. Newark, New Jersey. 

Persons wishing to attend this meeting 
should contact the Committee Chair¬ 
man. or the Northeastern Regional Office 
of the Commission, Room 1639, 26 Fed¬ 
eral Plaza, New York, New York 10007. 

The purpose of this meeting Is to dis¬ 
cuss the prison report. 

This meeting will be conducted'pur¬ 
suant to the Rules and Regulations of 
the Commission. 

Dated at Washington, D.C., March 17. 
1975. 

Isaiah T. Creswell, Jr.. 

Advisory Committee 
Management Officer. 

(FR Doc.75-7452 Filed 3-20-75:8:45 ami 


PENNSYLVANIA STATE ADVISORY 
COMMITTEE 

Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations 
of the United States Commission on 
Civil Rights, that a planning meeting 
of the Pennsylvania State Advisory 
Committee (SAC) to this Commission 
will convene at 10 a m. on April 9. 1975, 
in the Federal Building. 600 Arch Street. 
Room 6310, Philadelphia. Pa. 

Persons wishing to attend this meet¬ 
ing should contact the Committee Chair¬ 
man. or the Mid-Atlantic Regional Of¬ 
fice of the Commission. Room 510, 2120 
L Street NW.. Washington. D.C. 20425. 

The purpose of this meeting is to dis¬ 
cuss civil righto activities in the State 
of Pennsylvania. 

This meeting will be conducted pur¬ 
suant to the Rules and Regulations of 
the Commission. 
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Dated at Washington, D.C.. March 17, 
1975. 

Isaiah T. Creswell, Jr., 

Advisory Committee 
Management Officer . 

|FR Doc.75-7453 Filed 3-20-75:8:46 am) 

CIVIL SERVICE COMMISSION 

FEDERAL EMPLOYEES PAY COUNCIL 
Meeting 

Pursuant to section 10(a) (2) of the 
Federal Advisory Committee Act, Pub. 
L. 92-463. notice is hereby given that the 
Federal Employees Pay Council will meet 
at 2 p.m. on Wednesday. April 23, 1975. 
This meeting will be held in room 5323 
of the UB. Civil Service Commission 
building. 1900 E Street NW., and will 
consist of continued discussions on the 
fiscal year 1976 comparability adjust¬ 
ment for the statutory pay systems of 
tiie Federal Government. 

The Chairman of the U.S. Civil Serv¬ 
ice Commission is responsible for the 
making of determinations under section 
10(d) of the Federal Advisory Commit¬ 
tee Act as to whether or not meetings 
of the Federal Employees Pay Council 
shall be open to the public. He has de¬ 
termined that this meeting will consist 
of exchanges of opinions and informa¬ 
tion which, if written, would fall within 
exemptions (2 )or (5) of 5 U.S.C. 552(b). 
Therefore, this meeting will not be open 
to the public. 

For the President’s Agent: 

Richard H. Hall, 

Advisory Committee Management 
Officer for the President’s Agent. 

|FR Doc.75-7440 Filed 3-20-75:8:46 am] 


COMMITTEE FOR THE IMPLEMEN¬ 
TATION OF TEXTILE AGREE¬ 
MENTS 

CERTAIN COTTON TEXTILE PRODUCTS 
PRODUCED OR MANUFACTURED IN 
THAILAND 

Entry or Withdrawal From Warehouse for 
Consumption 

March 18. 1975. 

On March 28. 1974 there was published 
In the Federal Register (39 FR 11458) 
a letter dated March 25, 1974 from the 
Chairman, Committee for Che Imple¬ 
mentation of Textile Agreements, to the 
Commissioner of Customs, establishing 
levels of restraint applicable to certain 
specified categories of cotton textUes and 
cotton textile products produced or man¬ 
ufactured in Thailand and exported to 
the United States during the twelve- 
month period beginning on April 1, 1974. 
As set forth in that letter, the levels 
of restraint are subject to adjustment 
pursuant to paragraph 9 of the Bilateral 
Cotton Textile Agreement of March 16, 
1972. between the Governments of the 
United States and Thailand, which pro¬ 
vides for the limited carryover of short¬ 
falls in certain categories to the next 
agreement year. 
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NOTICES 


Accordingly, pursuant to the provision 
of the bilateral agreement referred to 
above, there is published below a letter 
of March 18. 1975. from the Chairman 
of the Committee for the Implementa¬ 
tion of Textile Agreements to the Com¬ 
missioner of Customs amending the level 
of restraint applicable to cotton textile 
% products In Category 60, produced or 
* manufactured in Thailand and exported 
to the United States during the twelve¬ 
month period which began on April 1, 
1974. 

Alan Polansky. 

Acting Chairman . Committee for 
the Implementation of Textile 
Agreements, and Acting Dep¬ 
uty Assistant Secretary for 
Resources and Trade Assist¬ 
ance . Department of Com¬ 
merce. 

Commissioner or Costoma. 

Department of the Treasury. 

Washington. D C. 20220 . 

Dtab Mu. Commissioned: On Mirch 25. 
1974. the Chairman. Committee for the Im¬ 
plementation of Textile Agreements, directed 
you to prohibit entry during the twelve¬ 
month period beginning on April 1. 1974 of 
cotton textiles and cotton textile products 
In certain specified categories produced or 
manufactured In Thailand In excess of desig¬ 
nated levels of restraint. The Chairman fur¬ 
ther advised you that the levels of restraint 
are subject to adjustment. 1 

Pursuant to paragraph 9 of the Bilateral 
Cotton Texule Agreement of March 16. 1972, 
between the Government* of the United 
States and Thailand, and in accordance with 
the provisions of Executive Order 11651 of 
March 3. 1972. you are directed to increase, 
effective on March 21. 1975. Iho level of 
restraint established for cotton textile prod¬ 
ucts In Category 60 to 45.985 dozen * for the 
twelve-month period which began on April 1. 
1974. 

The actions taken with respect to the 
Government of Thailand and with respect to 
imports of cotton textiles and cotton textile 
products from Thailand have been deter¬ 
mined by the Committee for the Implementa¬ 
tion of Textile Agreements to involve foreign 
affairs functions of the United States. There¬ 
fore. the directions to the Commissioner of 
Customs, being necessary to the implementa¬ 
tion of such actions, fall within the foreign 
affairs exception to the rule-making provi¬ 
sions of 6 UJ5C. 553. This letter wUl be 
published in the Federal Racism. 

Sincerely. 

Alan Polanrxt. 

Acting Chairman. Committee for the 
Implementation of Textile Agree¬ 
ments. and Acting Deputy Assist¬ 
ant Secretary for Resources and 
Trade Assistance , Department of 
Commerce . 

1FR Doc.75-7414 Filed 3-20-75:8:45 ami 


■The term "adjustment" refers to those 
provisions of the Bilateral Cotton Textile 
Agreement of March 16. 1972. between the 
Governments of the United State* and Thai¬ 
land. which provide. In part, that within the 
aggregate and applicable group limits, limits 
on oertaln categories may be exceeded by not 
more than live percent; for the limited carry¬ 
over of shortfalls In certain categories to the 
next agreement year; and for administrative 
arrangements. 

* This level has not been adjusted to reflect 
any entries made on or after April 1. 1974. 


COMMITTEE FOR PURCHASE FROM 
THE BLIND AND OTHER SE¬ 
VERELY HANDICAPPED 

PROCUREMENT LIST 1975 
Proposed Additions 

Notice Is hereby given pursuant to sec¬ 
tion 2(a) 12) of Pub. L. 92-28; 85 Stat. 79. 
of the proposed additions of the follow¬ 
ing services to Procurement List 1975, 
November 12. 1974 (39 FR 39964). 

Industrial Class 7349 

Janitorial/Custodial. Atomic Energy Com¬ 
mission, Richland, Washington, for follow¬ 
ing buildings; 

Hanford Works: 

700 Area Buildings: 

Building 701-A 
Building 703 
Building 712 
Building 747 
Building 747-A 

1100 Area Buildings: 

Building 1166 
Building 1167 
Building 1107-A 
Building 1170 
Building 1171 

Jani torlal/Custodial, Bonneville Power Ad¬ 
ministration. Pasco, Washington, for fol¬ 
lowing locations: 

Pasco Operations and Maintenance 
Headquarters, Buildings 69-C and 102, 
and Franklin Subxtation 

Janitorial/Custodial, District Office. Bureau 
of Land Management, Roeeburg, Oregon. 

Comments and views regarding these 
proposed additions may be filed with the 
Committee not later than April 21. 1975. 
Communications should be addressed to 
the Executive Director. Committee for 
Purchase from the Blind and Other 
Severely Handicapped. 2009 Fourteenth 
8trect North, Suite 610, Arlington. Vir¬ 
ginia 22201. 

By the Committee. 

C. W. Fletcher. 

Executive Director . 

|FR Doc.75-7427 Filed 3-20-75:8:45 am] 

CONSUMER PRODUCT SAFETY 
COMMISSION 

CHILDREN'S SLEEPWEAR 

Sizes 7 Through 14 (FF 5-74); Policy 
Statement 

In this notice the Consumer Product 
Safety Commission Issues a two-part 
policy statement regarding the applica¬ 
bility of the Standard for the Flamma¬ 
bility of Children's Sleepwear. Sizes 7 
through 14 (FF 5-74), as amended. The 
Commission issued the Standard on May 
1, 1974 (39 FR 15210). under the Flam¬ 
mable Fabrics Act (15 UJ3.C. 1191 ct 
seq.) # and elsewhere In the Federal 
Register today has amended the Stand¬ 
ard to require affirmative labeling. 

The Standard becomes effective on 
May 1, 1975 and applies to garments of 
children’s sleepwear in sizes 7 through 
14 and to fabric or related material In¬ 
tended or promoted for use in such chil¬ 
dren’s sleepwear. It requires that these 
Items of children’s sleepwear in sizes 7 


through 14 manufactured on or after 
May 1. 1975 comply with the Standard. 

Background. In the Federal Register 
of May 1, 1974 (39 FR 15228) the Com¬ 
mission published a notice of possible 
need for amendment of the Standard. 
Two of the four issues listed In that 
notice were: 

1. The possible need to define the term 
"manufacture'* as used in the Standard 
to clarify which items of children's 
sleepwear in the produclion/distribution 
chain on the effective date of the Stand¬ 
ard must comply with the Standard, and 

2. The possible need to clarify for the 
purpose of the Standard which items arc 
to be considered "in Inventory or with 
the trade" on the effective date of the 
Standard and therefore exempt from the 
Standard. 

In the Federal Register of Janimry 20. 
1975 (40 FR 3276) the Commission with¬ 
drew the notice of possible need for 
amendment of the Standard os to these 
two items. Although the Commission 
believes It is necessary to clarify the 
definitions of these two terms, the Com¬ 
mission determined* that it was not nec¬ 
essary to amend the Standard for this 
purpose because the clarification would 
be an interpretive rule, general state¬ 
ment of policy or rule of agency pro¬ 
cedure or practice and therefore notice 
of proposed rulemaking Is not required 
under the Administrative Procedure Act, 
5 U.S.C. 553(b)(3)(A). 

Therefore, for administrative expedi¬ 
ency and to better provide notice to the 
public of the Commission policy, the 
Commission published in the Federal 
Register of January 20. 1975 (40 FR 
3282) a two-part policy statement re¬ 
garding the applicability of the Standard. 
The Commission Invited public comment 
on the policy statement 

In essence the policy statement pro¬ 
vides: 

1. For the purpose of the Standard the 
Commission considers the manufactur¬ 
ing process to end At the time the item is 
completely assembled, all functional 
materials have been affixed, and labeling 
of a permanent nature has been perma¬ 
nently affixed. Thus. Items of children’s 
sleepwear which are “manufactured" on 
or after May 1. 1975. as defined In the 
policy statement, must comply with the 
Standard. 

2. All items of children's sleepwear 
which are "in Inventory or with the 
trade" on May 1. 1975 are exempt from 
the Standard, as provided In section 4<b) 
of the Flammable Fabrics Act. For do¬ 
mestically-made goods to gain the ex¬ 
emption. the manufacturing process 
must have ended prior to May 1, 1975. 
For foreign-made goods to gain the ex¬ 
emption, the manufacturing process 
must have ended and the goods must 
have been entered into the United States 
before May 1.1975. 

Comments. Four comments regarding 
the policy statement were received. One 
comment supported the policy state¬ 
ment. The three other comments raised 
separate issues. 

1. One comment stated that the terms 
“manufactured" and “in Inventory or 
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with the trade" should be defined In the 
Standard itself to make their meanings 
more precise and lasting than may be 
the case in a policy statement The com¬ 
ment pointed out that the two terms 
describe the dividing line between regu¬ 
lated and nonregulated goods under the 
Standard. 

The Commission believes It Is Im¬ 
portant to clarify the definitions of the 
terms "manufactured" and "in inven¬ 
tory or with the trade" so the public and 
particularly those subject to the stand¬ 
ard understand the Commission's policy 
on the applicability of the Standard. 
Therefore, the Commission published a 
two-part policy statement on January 20, 
1975 to clarify the terms. This procedure 
allowed more rapid notice to the public 
of the Commission's policy than would 
have on amendment to the Standard. Al¬ 
though it was not legally required to do 
so, the Commission Invited comment on 
the policy statement. 

Therefore, although it might have 
been preferable to include the policy 
within the Standard for ease of refer¬ 
ence, the Commission chose to provide 
more expeditious notice of its policy by 
publishing a separate policy statement. 
It should be noted that the time during 
which the policy will be of greatest con¬ 
cern to those subject to the Standard is 
during the periods immediately before 
and after Die Standard goes into effect, 
since at these times the issues of when 
items were "manufactured" and "in in¬ 
ventory or with the trade" are of most 
concern to persons subject to the stand¬ 
ard. 

2. One comment stated that it is more 
appropriate for the policy statement to 
focus upon when the process of manu¬ 
facturing begins than when it ends be¬ 
cause once the fabric is cut, the ma¬ 
terials have been committed to garment 
manufacture. Therefore, the comment 
suggested that the Standard should ap¬ 
ply to all items of children's sleepwear 
for which the manufacturing process be¬ 
gins after the Standard's effective date 
and the term "manufacture" should be 
defined os "the cutting of the fabric." 

The Commission is not persuaded that 
a garment of sleepwear subject to the 
Standard should be considered to have 
been "manufactured" on or after May 
l, 1975 if the fabric has been cut prior 
to that date. The result of this interpre¬ 
tation would be that noncomplying gar¬ 
ments could continue to be sewn and 
permanent labels could be attached long 
after May 1. 1975, the effective date of 
the Standard. 

The Commission believes that the 
generally understood definition of the 
term manufacture includes the entire 
process of producing a final object or 
assembling materials into a final form. 
Therefore, the Commission believes that 
a garment should not be considered to 
have been "manufactured" when the 
fabric for the garment has merely been 
cut. The Commission believes that 
persons subject to the Standard have 
had sufficient time to comply with the 
Standard during the one year period be¬ 
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tween the Issuance of the Standard on 
May 1, 1974 and Its effective date of 
May 1, 1975, and that therefore this 
policy statement will not Impose undue 
hardship on those subject to the 
Standard. 

It should also be noted that the 
Standard applies to both children’s sleep¬ 
wear garments in sizes 7 through 14 
and to fabric or related material in¬ 
tended or promoted for use in such 
sleepwear. The definition the com- 
menter suggests would be applicable 
only to garments and not to fabric in¬ 
tended for use in such garments. 

3. An association of retailers questions 
whether the retailer or the manu¬ 
facturer has the responsibility to attach 
nonpermanent affirmative labels to items 
of children's sleepw f car manufactured 
during the three years after the effec¬ 
tive date of the Standard. 

The comment suggests that the policy 
statement clarify that the manufacturer 
must attach to the Item or to the package 
enclosing the item the nonpermanent 
affirmative label required by the stand¬ 
ard and proposed regulations issued 
under the Standard (40 FR 3279, 
January 20, 1975). The comment states 
that requiring the retailer to affirmative¬ 
ly label items of children's sleepwear 
would represent a considerable expense 
for the retailer and that it would not un¬ 
duly burden manufacturers to attach 
such a label. 

In amending the Standard to require 
affirmative labeling of complying items 
of children's sleepwear for a period of 
three years after the effective date of 
the Standard, the Commission has not 
identified whether manufacturers, dis¬ 
tributors, or retailers have the responsi¬ 
bility of affixing the required labels. 
However, the Standard requires that the 
label statements must be readily visible 
to ultimate consumers at the point of 
sale. 

The Commission believes it is the re¬ 
sponsibility of the person who sells items 
of sleepwear to consumers to assure that 
the required labeling is present. How¬ 
ever. the person who sells to consumers 
Is free to make arrangements In the 
ordinary course of business with his/her 
supplier as to affixing the required label¬ 
ing. Therefore, the Commission declines 
to amend the Policy Statement to place 
the burden for affixing labeling solely 
on the manufacturer. 

The Commission has considered the 
comments received in response to the 
January 20. 1975 invitation for com¬ 
ments on the policy statement regard¬ 
ing the applicability of the Standard 
for the Flammability of Children's Sleep- 
wear; Sizes 7 through 14 <FF 5-74) (39 
FR 15228, May 1. 1974) as amended else¬ 
where in the Federal Register today. 
The Commission has determined that 
there is no need to revise its two-part 
Policy Statement of January 20. 1975 
(40 FR 3282). Therefore, the Commis¬ 
sion restates Its two-part policy regard¬ 
ing the Standard for the Flammability 
of Children's Sleepwear; Sizes 7 through 
14 (FT* 5-74), as amended. The Commis- 
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slon will enforce the Standard In ac¬ 
cordance with this policy. 

Policy . 1. It Is the policy of the Com¬ 
mission that all items of children’s sleep- 
wear in sizes 7 through 14 *< including 
garments and fabric or related material 
intended or promoted for use in such 
children’s sleepwear) are subject to the 
Standard FF 5-74 unless the manufac¬ 
turing process has ended before May 1, 
1975. The manufacturing process is 
deemed to end, for the purposes of the 
Standard, at the time the item is com¬ 
pletely assembled, all functional mate¬ 
rials have been affixed, and labeling of 
a permanent nature has been stamped. 
scw»n, or otherwise permanently affixed 
to the item. Affixing of temporary price 
or promotional information or the pack¬ 
aging of items of sleepwear (including 
garments and fabrics or related mate¬ 
rial intended or promoted for use in such 
sleepwear) does not affect the date on 
which the manufacturing process is 
deemed to end. 

2. All items of children's sleepwear in 
sizes 7 through 14 (Including garments 
and fabric or related material Intended 
or promoted for use In such children’s 
sleepwear) which are in inventory or 
with the trade on the effective date of 
Standard FF 5-74 are exempt from the 
requirements of the Standard. For 
domcstlcally-made items of children’s 
sleepwear in sizes 7 through 14 to be 
considered "in inventory or with the 
trade" on the effective date of the 
Standard, the manufacturing process 
must have ended prior to May 1. 1975. 
For foreign-made items of children’s 
sleepwear in sizes 7 through 14 to be 
considered "in inventory or with the 
trade" on the effective date of the 
Standard, the manufacturing process 
must have ended and the goods must 
have been entered into the United States 
before May 1. 1975. 

Dated: March 18,1975. 

Sad ye E. Dunn, 
Secretary . Consumer 
Product Safety Commission . 

(PR Doc.75-7456 Piled 3-20-75,8 45 am) 

COUNCIL ON ENVIRONMENTAL “ 
QUALITY 

ENVIRONMENTAL IMPACT 
STATEMENT 

Availability 

Environmental Impact statements re¬ 
ceived by the Council on Environmental 
Quality from March 10 through 
March 14, 1975. The date of receipt for 
each statement is noted in the statement 
summary. Under Council Guidelines the 
minimum period for public review and 
comment on draft environmental impact 
statements is forty-five (45) days from 
this Federal Register notice of availa¬ 
bility. (May 5, 1975) The thirty (30) day 
period for each final statement begins on 
the day the statement is made available 
for review from the originating agency. 
Back copies will also be available at cost. 
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from the Environmental Law Institute, 
1346 Connecticut Avenue, Washington. 
D.C. 20036. 

DeruTMiNT or Afiaicui/rcis 

Contact: David Ward. Acting Coordinator. 
Environmental Quality Activities, Office of 
the Secretary. US. Department of Agricul¬ 
ture. Room 331-E. Administration Building. 
Washington. D.C. 20250. 203-447-3853. 

. FOREST SERVICE 

Draft 

Herbicide Use on National Forests of 
Alaska, March 11: The action proposed In¬ 
volves vegetation management with the use 
of herbicides around forest airfields and on 
road, railroad, and powcrllne rights-of-way 
In Tongaas and Chugach National Forests, 
Alaska The herbicides proposed for use In¬ 
clude 2.4-D. plcloram, ainltrole. sodium 
inelaborate, sodium chlorate, and bromocil. 
The program may adversely affect non-target 
species. (ELR Order No. 60337.) 

Eightmite-Blue Creek Units. Six Rivers 
National Forest (2). Humboldt County. Del 
Norte. Calif . March 10: The statement 
is a draft supplement to a draft Is filed with 
CBQ November 14. 1974. The statement ex¬ 
pands the socio-economic impacts from the 
completion of the Casque:-Orleans Road and 
the current contract for the 6.6 mile segment 
of the road. (108 pages). (ELR Order No. 
60332 ) 

Idaho City Unit. Boise National Forest, 
Boise County. Elmore. Idaho, March 10: The 
statement refers to the land use plan far the 
366,190-acre Idaho City Planning Unit of 
Boise National Forest. The Unit la divided 
into five management areas and further into 
management unite for protection, develop¬ 
ment. and use. Minor adverse effccta from 
some development activities will be tem¬ 
porary stream sedimentation and air pollu¬ 
tion. (ELR Order No. 60331.) 

Buck Creek and North Fork Catawba River 
Units. Plsga, Avery and McDowell Counties, 
Burke, N C.. March 10: The statement con¬ 
cerns the 10-year management of the North 
Fork Catawba River Unit and the Buck Creek 
Unit, a total of 69,674 acres of Pbtgah Na¬ 
tional Forest. Adverse impacts can result 
from timber harvesting, road construction 
and concentrated recreational use. (ELR 
Order No. 60336.) 

Final 

Cohutta Mountains, Chattahoochee Na¬ 
tional Forest. Oeorgla and Tennessee, March 
10: The statement refers to a proposed man¬ 
agement plan for the 40,600 acre Cohutta 
Mountains Unit of the Chattocboochee Na¬ 
tional Forest. Under the plan, 34.500 acres 
would bo designated for wildland manage¬ 
ment, and the remaining 10,900 acres would 
be managed for a variety of resource outputs. 
Commercial timber harvest will average 
600,000 board feet per year, requiring seven 
miles of new. low standard roads (74 pages). 
Comments made by: DOT, USD A. KPA. DOI. 
and 8tate and local agencies and concerned 
citizens. (ELR Order No. 60328.) 

Lake Pork Management Unit, Wallowa- 
Whltman National Forest, Baker County, 
Wallowa. Oreg . March 10: The statement 
ref era to the Lake Fork Management Unit 
located In the Wallowa-Whitman National 
Forest. The proposed plan la the selection of 
long range resource allocation plan and 
management activity direction. The project 
area consists of 17.400 acres. Adverse Impacts 
are soil and water quality degradation where 
development activities are allowed, and In¬ 
creased noise and air pollution due to con¬ 
struction and forest visitors Comments 
made by: USDA. COE. DOI, and State agen¬ 
cies and concerned citizens. (ELR Order No. 
60329.) 


Dkpabtmrmt or Derates 

UUT CORPS 

Contact: Mr. Francis X. Kelly, Director, 
Office of Public Affairs, Attn: DAKN-PAP. 
Office of the Chief of Engineer*. U8. Army 
Corps of Engineers, 1000 Independence Ave¬ 
nue SW.. Washington. D.C. 20314. 202-693- 
0861. 

Draft 

Squalcum Small Boot' Basin. March 10: 
Proposed Is the enlarging or Squallcum 
Small Boat Basin an additional 46 acres to 
provide moorage space for about 725 recrea¬ 
tional boats. The project Involves the re¬ 
moval of 600 feet of existing breakwater, the 
construction of 1.600 feet of a new break¬ 
water and the dredging of 1,000.000 cubic 
yards of material. Adverse Impacts include 
the disturbance of migrating salmon and tho 
dredging of wetlands (Seattle District). 
(ELR Order No. 50336.) 

Menominee Harbor and River. Maintenance 
Dredging, Michigan and Wisconsin. March 
14: Proposed Is the maintenance dredging 
to be performed every five years to maintain 
authorized depths of the harbor. In con¬ 
junction with tho dredging, a diked disposal 
will be constructed. Advene imparts Include 
disruption of the benthic community, re- 
introduction of toxic flood plain Impact, de¬ 
struction of wildlife habitat, and health and 
safety harards (Chicago District). (ELR 
Order No. 80347.) 

Final 

McClellan-Kerr Arkansas Navigation Sys¬ 
tem. Arkansas, March 11: The statement 
refers to the continued operation and main¬ 
tenance of tho McClellan-Kerr Arkansas 
River Navigation System. Adverse Impact of 
system operation Includes the effects of 
hydroelectric power production methods on 
fish and other aquatic life, and those of 
temporary turbidity from dredging (Little 
Rock District). Comments made by: USD A. 
EPA. DOI. and State agencies. (ELR Order 
No. 60341.) 

Indian River Inlet, Project Maintenance. 
March 12. 

Draft 

Cooe Bay (supplement). Coos County. 
Oref?.: Notice of availability of this draft 
supplement was previously published by the 
Council in the Federal Register Issue of 
March 7. 1976. Due to Incomplete distribu¬ 
tion of the supplement for review, that no¬ 
tice is hereby withdrawn. The notice printed 
below la to be considered tho official notice 
of availability for purposes of determining 
the 45-day period for review and comment. 

Proposed is the construction of a channel 
across the outer bar of Coos Bay 46 feet 
deep and 300 feet wide, and a 16-mllc long 
Inner channel. The project also includes tho 
enlarging of existing turning basins. Con¬ 
struction will Inovlve blasting, dredging, 
and disposal of an estimated 8,550.000 cubic 
yards of material at sea, in-Bay, and on land. 
Construction disruption and disturbance of 
126 acres of ocean and estuarine bottom area 
and 437 acres of land disposal area, would 
result. When the project is completed, the 
area will require about 1 to 2 months addi¬ 
tional dredging time each dredging Interval 
(Portland District). (ELR Order No. 60267.) 

DmpAjmrorr of Coincrac* 

Contact: Dr. Sidney R, Oaller. Deputy As¬ 
sistant Secretary for Environmental Affairs, 
Department of Commerce, Washington, D.C. 
20230, 202-967—4338. 

Draft 

Coastal Zone Management Program. 
Washington. March 14: The statement con¬ 
cerns the Coastal Zone Management Pro¬ 


gram application of the State of Washing¬ 
ton. Approval and Implementation Of the 
program will restrict or prohibit land and 
water uses In certain pafls of the Washing¬ 
ton coast, while promoting and encouraging 
development and use activities in other 
parts. This may affect property values, prop¬ 
erty tax revenues, and resource extraction 
and exploration. (ELR Order No. 50348.) 

Sussex County. Delaware: The project in¬ 
volves continuing operation and mainte¬ 
nance activities In the navigable portions 
of the Indian River Inlet and Bay. Included 
In the project are channel dredging, re¬ 
pair of Jetties, and spoil disposal on existing 
■Uca. Dredging will produce temporary lo¬ 
cal turbidity, which may release trapped 
pollutants into the water and disturb ma¬ 
rine biota. Established vegetation will be 
destroyed at the disposal rites (Philadelphia 
District). Comments made by: DOC, USDA. 
EPA. HUD, and State agencies. (ELR Order 
No. 50342.) 

Dxtastmxkt of HUD 

Contact: Mr Richard n Broun. Acting Di¬ 
rector. Office of Environmental Quality. 
Room 7206. 451 7th Street SW . Washington, 
D.C. 20410. 202-756-6296. Section 104(h). 
Draft 

8an Joee Community Development, 8anta 
Clara County, Calif.. March 13: The state¬ 
ment concerns the Housing and Community 
Development plan for the City of San Jose. 
Half of the 618.677,000 block grant will be 
spent to continue urban renewal projects 
already underway. The remainder will be 
spent on rehabilitation of older neighbor¬ 
hoods. faculties for child care and the handi¬ 
capped, and low-income housing scattered 
throughout the city. Demolition of sfime ex¬ 
isting structures and displacement of fam¬ 
ine* will result (233 pages). (ELR Order No. 
60344.) 

. Dxtaxtmxxt or Xkterioi 

Contact: Mr. Bruce Blanchard, Director. 
Environmental Project Review. Room 7260, 
Department of the Interior, Washington, D.C* 
20240. 202-343-3891. 

SONNEVILUt POWER ADMINISTRATION 

Draft ^ ^ 

Ashe-Pebble Springs 600-kV Line (supple¬ 
ment), Washington and Oregon. March 10: 
The statement, a supplement to the Proposed 
Program for Fiscal Year 1976 final eta, con¬ 
cerns the construction of an 80-mUo long. 
600-kV single circuit transmission line from 
Ashe Substation In the northeastern portion 
of the A EC Hanford Reservatioh to a pro¬ 
posed Pebble Springs Substation near Arling¬ 
ton. Oregon. The project will require acqui¬ 
sition of from 49 to 68 mile* of new right-of- 
way, and in some areas, especially at the Co¬ 
lumbia River where extremely tall towers 
may be required, degradation of the visual 
environment wlU result. (ELR Order No. 
69330.) 

Final 

BPA Proposed Fiscal Year 1076 Program. 
March 14: The statement refers to BPA*c pro¬ 
posed program for FY 1978, Including new 
facility additions and modifications. The 
states of Washington, Oregon. Idaho. Mon¬ 
tana, and Wyoming are Involved. Among pro¬ 
gram impacts are: the conversion of 2.200 
acres of forest land to use as transmission 
line right-of-way: the effects of herbicide use 
(for vegetation control on rights-of-way); 
visual Impact from transmission line con¬ 
struction; and effects on atr and water qual- i 
Ity. Comments made by: DOI. USDA. HUD, 
EPA, AEC, FPC. AHP. COE, and State andj 
local agencies. (ELR Order No. 60349.) 
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OnrauL Sstvicrs Amonmns 

Contact : Mr. Andrew E. Kauders. Exemtlre 
Director of Knvlronmontal Affair*, Ocnera! 
Services Art ministration. 18th and F Streets. 
N.W„ Washington. DC. 20405. (202) 843- 
4161. 

Final 

Federal 0»ee Building and Court House, 
Helena. Lewis and Clark County, Mont., 
March 11. The statement refers to the pro¬ 
posed construction of a Federal Office Build¬ 
ing and Court House In Helena. Montana. 
Three hundred and twenty-Hre off hi treat 
parking spaces will be provided to accom¬ 
modate employee, visitor and official vehicles. 
The structure will home approximately 450 
employees and have a net usablo area of 
00.000 eq. ft. There will be short-termed ad¬ 
verse impacts normally associated with con¬ 
struction (71 pages). Comments ma de by: 
A HP. DOT, U3DA, COE. AEC. HUD, EPA, 
State, and local agencies. (ELR order No. 
50338.) 

Federal Building and Courthouse, Colum¬ 
bia. Richland County. 8.C. Proposed la the 
construction of a new Federal Building and 
U8. Courthouse with parking and vehicle 
maintenance facilities The project will en¬ 
compass 464.250 square feet, and will include 
parking for 505 cars. The building will replace 
four government-owned buddings and 19 
leased locations. There will be adverse Im¬ 
pact from construction disruption C100 
pages). Comments made by: COE, DOC. AHP. 
EPA. DOI. DOT. USDA. FPC. HEW. one 
Bute agency. (ELR order No. 60339.) 

DrrAHTMtKT or Um 

Dm ft 

Inorganic Arsenic, Proposed Regulation. 
The statement concerns the Occupational 
Safety and Health Administration’s prepared 
regulation of lnorgaUc arsenic. The regula¬ 
tion would specify maximum levels of arsenic 
to which employees could be exposed. The 
proposed regulation would increase worker 
safety but at the same time, decrease worker 
efficiency and result In higher prices of 
produces produced with Inorganic arsenic 
(82 pages). (ELRorder No 60350.) 

Nctcukar RratruTOKT Commission 

Contract: Mr. A. Glambusso, Director of 
Division of Reactor Licensing. P-722. NRC. 
Washington. D.C. 20645 (301) 973-7373. 

Final 

Washington Public Power System. Units 1 
9c 4. Benton County. Wash. Proposed is the 
Issuance of construction permits to the 
Washington Public Power Supply System for 
the construction of WPPSS Nuclear Projects 
No. 1 and 4 on ERDA's Hanford Reservation. 
Each station will produce up to 3800 MWt 
and 1218 MWe. A predicted maximum level 
of 3760 MWt (1267 MWe) la anticipated at a 
future date. Cooling tovren will be con¬ 
structed. and water will be obtained from and 
discharged to the Colu mbia River. Comments 
made by: USDA. AHP. HUD. DOT. EPA, DOI. 
(ELR order No. 50346.) 

Dxr astmxnt or TaANsrarraTtorc 

Contact: Mr. Martin Convlsaer. Director. 
Office of Environmental Affairs, 400 7th 
Street. S.W. Washington. D.C. 20590 (202) 
426-4367. 

rrorsAL highway administration 

Draft 

US. 50, Solids to Coal dale. Chaffee and 
Fremont Counties, Colo. Proper ed la the con¬ 
struction of a 2-lane, 19-mlle segment of UR. 
60 between Sal Ida and Coal dole in Central 
Colorado. Approximately 170 acres of BLM 
and grazing land would be committed to the 
project. Adverse Impacts include at least two 


minor encroachments in the Arkansas River 
and disruption, noise, and sir pollution of 
construction (225 pages). (ELR order No. 
50333.) 

US. 6 Bypass. Council Bluffs. Pottawat¬ 
tamie County, Iowa. The statement concerns 
a proposal to construct a l .2-mile long by¬ 
pass of UR. 6. The roadway would have two 
lanes In each direction separated by a 16- 
foot median. The project would displace up 
to 93 families and 53 businesses (107 pages). 
(ELR order No. 50334 ) 

1-94. Hennepin County. Minn. Proposed is 
the construction of s 3.7 mile, 8-lane section 
of 1-94 from UJB. 12/1-394 northerly to 40th 
Ave. North In Hennepin County, Minn. The 
project will requite the acquisition of 34 
acres of land in addition to the 163 acres 
already acquired, and will displace an addi¬ 
tional 76 residential units and 22 businesses. 
FHWA design noise levels cannot feasibly be 
met for all land use categories; therefore ex¬ 
ceptions will be requested (90 pages). (ELR 
order No. 50340.) 

Final 

Loop 436v UR. 69. Panola County. Tex. The 
project Involves the construction of Loop 436. 
which will extend for 6.1 miles from UR. 50 
north of Carthage to UR. 59 south of Car¬ 
thage. Adverse Impacts are the acquisition of 
land for right-of-way. the displacement of 
six families, snd negative Impacts normally 
associated with construction (70 pages). 
Comments mode by: DOT. HEW. USDA. 
200E, 2DOL 2 State agencies (SLR order 
No. 50346.) 

US. COAST CUARO 

Kodiak Sewage Disposal System. Alaska. A 
sewage disposal system Is proposed for 
UR,CO Base Kodiak. The system will conalvt 
of collection and treatment facilities In ac¬ 
cordance with the Federal Water Pollution 
Control Act. as amended. Sewage is presently 
collected and discharged, without treatment, 
dtrcctly Into tidal waters of St. Paul Harbor. 
Comments made by: DOT, USDA. U8N. HEW, 
U8CO. EPA, State agencies. (ELR order No. 
50843.) 

Gary L. Widman. 

General Counsel. 

|PR Doc.75-7406 Filed 3 20-75;8:4S am] 

ENERGY RESEARCH AND 
DEVELOPMENT ADMINISTRATION 
HERCULES. INC. 

Intent to Grant Exclusive Patent License 

Notice Is hereby given of an intent 
to grant to Hercules. Inc. of Wilmington. 
Delaware, an exclusive license to manu¬ 
facture. use, and sell in the United 
States the invention described in U.S. 
Patent No. 3.414.570. enUtled "Ns. Ns. N« 
Trlplcrylmclamine”, issued December 3, 
1968 to the United States of America as 
represented by the Uj 8. Atomic Energy 
Commission, now the UJB. Energy Re¬ 
search and Development Administration. 
A copy of the subject patent can be ob¬ 
tained from the U.S. Patent and Trade¬ 
mark Office, Washington. D.C. 20231. The 
proposed license will have a duration of 
five years, will be royalty bearing, and 
will contain other terms and conditions 
to be negotiated by the parties In ac¬ 
cordance with Energy Research and De¬ 
velopment Administration patent licens¬ 
ing regulations. Title 10 CFR Part 781. 
ERDA will grant the license unless with¬ 
in sixty days of this .notice the Assistant 


Genera] Counsel for Patents, Energy 
Research and Development Administra¬ 
tion. Washington. D.C. 20545. receives 
In writing any of the following together 
with supporting documents: 

(i) A statement from any person set¬ 
ting forth reasons why it would not be- 
in the best interest of the United States 
to grant the proposed license: or 

(tt) An application for a non-exciusive 
license to manufacture, use. or sell the in¬ 
vention in the United States in accord¬ 
ance with Title 10 CFR 781. in which ap¬ 
plicant states that he has already 
brought the invention to practical appli¬ 
cation or is likely to bring the invention 
to practical application expeditiously. 

The Assistant General Counsel for 
Patents will review all written responses 
to this notice and will provide opportu¬ 
nity for a hearing before granting the 
exclusive license. 

Dated at German town, Maryland this 
ITth day of March, 1975. 

James E. Denny, 
Assistant General Counsel 
for Patents. 

(FR Doe 75-7495 Filed 3-20-75:8:45 am] 

ENVIRONMENTAL PROTECTION 
AGENCY 

(FRL 348-51 

DISCHARGE OF POLLUTANTS 
Administrative Order 

In accordance with section 101(e) of 
the Federal Water Pollution Control Act 
Amendments of 1972 (33 U.8.C. 1251(e)) 
which encourages public participation in 
the enforcement of any plan established 
by the Administrator, notice Is hereby 
given that an agreement has been 
reached between Jack E. Ravan. Re¬ 
gional Administrator. Region IV, and 
Louisiana Land and Exploration Com¬ 
pany. concerning certain property in Mo¬ 
bile. Alabama. The agreement requires 
that Louisiana Land and Exploration 
Company: 

1. Provide culverts through the road or 
causeway constructed between the crude 
fractionation unit and Chickasaw Creek 
for the purpose of injuring adequate cir¬ 
culation of waters in accordance with 
the results of a hydrological survey and 
in consultation with EPA. 

2. Place dredge spoil resulting from 
duly permitted dredging of Chickasaw 
Creek In the spoil disposal site agreed 
upon with EPA, to wit: the 46 acres, 
more or less, consisting of ridges ranging 
to elevations of 17 feet above sea level 
datum of 1929, and Including an Isolated 
pocket of swamp containing no more 
than 16 acres of wetland vegetation, sit¬ 
uated in the north w r est quarter of Sec¬ 
tion 14, Township 3 South. Range 1 West. 

3. Insure that excess fresh water leaves 
the spall disposal site In sheet flow 
through a natural outlet as shown on 
the survey transmitted to EPA by letter 
dated February 26. 1975, from Walk, 
Haydel A Associates. 
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4. Contact EPA Immediately for a de¬ 
termination of alternate disposal meth¬ 
ods If salt water is detected in the effluent 
from the disposal site, os in accord¬ 
ance with the monitoring program out¬ 
lines in the Corps of Engineers’ permit 
and EPA's letter of March 0,1975, to the 
Corps of Engineers. Such methods may 
Include construction of a dike at the out¬ 
let and pumping the return water via 
pipeline to Chickasaw Creek, if salinity 
Is deemed excessive and potentially 
harmful to vegetation. 

5. Meet applicable State water qual¬ 
ity standards if return water is dis¬ 
charged directly into Chickasaw Creek. 

6. Insure that total suspended solids 
In the effluent discharged through the 
outlet depression does not exceed 100 
mg/1 at any time. Readings in excess of 
this limit will require immediate imple¬ 
mentation of remedial or preventive 
measures to ach'cvc compliance. 

7. Obtain approval from EPA for fu¬ 
ture discharge of dredged or fill materi¬ 
al In anv wetland area within the 
disposal site that is not affected by the 
dredged spoil disposal. 

8. May discharge fill material to create 
a road or causeway from U.S. Highway 
No. 43 to the fractionation facility if 
adequate bridges and/or culverts are 
provided to insure proper circulation of 
water in the adjacent swamp. 

The United States Environmental Pro¬ 
tection Agency. Region IV, will receive, 
before close of business on March 31. 
1975. written comments relating to the 
agreement. Comments should be ad¬ 
dressed to Director, Enforcement Divi¬ 
sion, Environmental Protection Agency. 
1421 Peachtree Street, NE.. Atlanta, 
Georgia 30309, and refer to AO Number 
74-42<w), 

The order mny be examined at the of¬ 
fice of the United States Environmental 
Protection Agency, Region IV, at the 
above-referenced address: US. Army, 
Corps of Engineers. Mobile District, Post 
Office Box 2288, 109 St. Joserh Street. 
Mobile, Alabama 36628: U.8. Fish is 
Wildlife Service, Post Office Box 4277. St. 
Andrews Station. 1008 Beck Avenue, 
Panama City, Florida 32401. 

A copy of the Order may be obtained 
In person or by mall from the Environ¬ 
mental Protection Agency, Region IV. 
office. 

Dated: March 13,1975. 

Jack E. Ravan, 
Regional Administrator . 

Region IV. 

(FR Doc.75-7342 Filed 3 20 75:0:45 ami 


| FRL 310-31 

BASF WYANDOTTE CORPORATION 
Renewal of Temporary Tolerance 

BASF Wyandotte Corp., 100 Cherry 
Hill Road. Parsippany, N.J. 07054. was 
granted a temporary tolerance for resi¬ 
dues of the herbicide fiuchloralln (N-(2- 
chloroethyl) - o.«.« - trlfluoro - 2.6 - dlni- 
tro-iY-propyl-p-toluIdlnel In or on the 
raw agricultural commodity cottonseed 


at 0.05 part per million in connection 
with Pesticide Petition No. 301395 
(Notice was published in Federal 
Register of February 26. 1974 (39 FR 
7483)). This tolerance expired February 
20. 1975. 

The company has requested a 1-ycar 
renewal of the temporary tolerance for 
residues of the herbicide in or on cotton¬ 
seed at 0.05 part per million to obtain ad¬ 
ditional experimental data. 

It Is concluded that such renewal of 
the temporary tolerance will protect the 
public health. A condition under which 
this temporary tolerance is renewed is 
that the herbicide will be used in accord¬ 
ance with the temporary permit which 
is being Issued concurrently and which 
provides for distribution under the BASF 
Wyandotte Corp. name. 

This temporary tolerance expires 
March 17,1978. Residues remaining In or 
on the above raw agricultural commodity 
after expiration of this tolerance will not 
be considered actionable if the pesticide 
is legally applied during the term, and in 
accordance with provisions of the tem¬ 
porary permit/tolerance. 

This action Is taken pursuant to pro¬ 
visions of the Federal Food, Drug, and 
Cosmetic Act (sec. 408(J>, 68 Stat. 610; 
(21 U.8.C. 346a(J))), the authority 
transferred to the Administrator of the 
Environmental Protection Agency (35 
FR 15623), and the authority delegated 
by the Administrator to the Deputy Ad¬ 
ministrator for Pesticide Programs (39 
FR 18805). 

Dated: March 17.1975. 

Eowm L. Johnson, 

Acting Deputy Assistant Adminis¬ 
trator tor Pesticide Programs. 

IFR Doc.75-7338 Filed 3-20-75;8:45 amj 


| FRL 345-11 

ELANCO PRODUCTS CO. 

Establishment of Temporary Tolerances 

Elanco Products Co.. Div. of Eli Lilly is 
Co.. P.O. Box 1750, Indianapolis. IN 
4620S, submitted a petition (PP 5G15G3) 
requesting establishment of temporary 
tolerances for negligible residues of the 
herbicide oryzalln (3,5-dlnitro-lV\N 4 -di- 
propylsulfanilomide) In or on the raw 
agricultural commodities almond hulls, 
citrus fruits, figs, nuts, pistachios, pome 
fruits, smAll fruit, and stone fruit at 0.05 
part per million. 

It has been determined that the tem¬ 
porary tolerances of 0.05 part per million 
for negligible residues of the herbicide 
In or on the above raw agricultural com¬ 
modities will protect the public health. 
They are therefore established os re¬ 
quested on condition that the herbicide 
be used In accordance with the temporary 
permit being issued concurrently and 
which provides for distribution under the 
Elonco Products Co. name. 

These temporary tolerances expire 
March 17. 1978. Residues remaining in or 
on the above raw agricultural commodi¬ 
ties after expiration of these tolerances 
will not be considered actionable if the 


pesticide is legally applied during the 
term, and In accordance with provisions 
of the temporary pcrmit/tolerances. 

This action is taken pursuant to pn>- 
visions of the Federal Food, Drug, and 
Cosmetic Act (sec. 408(J>, 68 Stat. 616; 
(21 U8 C. 346a(J))), the authority trans¬ 
ferred to the Administrator of the En¬ 
vironmental Protection Agency (35 FR 
15623), and the authority delegated by 
the Administrator to the Deputy Assist¬ 
ant Administrator for Pesticide Programs 
(39 FR 18805). 

Dated: March 17. 1975. 

Edwin L. Johnson, 

Acting Deputy Assistant 
Administrator for Pesticide Programs. 

IFR Doc.75-7339 Filed 3-20-75;8:45 urn] 


(FRL 318-21 

MONSANTO CO. 

Establishment of Temporary Tolerance 

Monsanto Co.. 800 N. Lindbergh 
Boulevard. St. Louis. MO 63166. submit¬ 
ted a petition (PP 501561) requesting 
establishment of a temporary tolerance 
for combined residues of the herbicide 
glyphosate (N- (phosphonomethyl) gly¬ 
cine) and its metabolite ami nomethyl - 
phosphonlc acid in or on grapes at 0.2 
part per million. 

It has been determined that this tem¬ 
porary tolerance will protect the public 
health. It is therefore established on 
condition that the herbicide be wed in 
accordance with the temporary permit 
being Issued concurrently and which pro¬ 
vides for distribution under the Mon¬ 
santo Co. name. 

This temporary tolerance expires 
March 17. 1976. Residues remaining in 
or on the above raw agricultural com¬ 
modity after expiration of this tempo¬ 
rary tolerance will not be considered ac¬ 
tionable if the pesticide is legally ap¬ 
plied during the term, and in accordance 
with provisions of the temporary permit/ 
temporary tolerance. 

This action is taken pursuant to pro¬ 
visions of the Federal Food. Drug, and 
Cosmetic Act (sec. 498<J>. 68 Stat. 516; 
(21 U.S.C. 346a(J)>). the authority 
transferred to the Administrator of the 
Environmental Protection Agency <35 
FR 15623), and the authority delegated 
by the Administrator to the Deputy As¬ 
sistant Administrator for Pesticide Pro¬ 
grams (39 FR 18805). 

Dated: March 17,1975. 

Edwin L. Johnson, 

Acting Deputy Assistant Ad¬ 
ministrator for Pesticide Pro¬ 
grams. 

|FR Doc.75-7340 Filed 3-20-75;8:45 am) 


|FRL 347-5J 

PREVENTION Or SIGNIFICANT AIR 
QUALITY DETERIORATION 

Availobility of Technical Support Document 

On December 5, 1974, (39 FR 42510) 
the Administrator of the Environmental 
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Protection Agency (EPA) promulgated 
final regulations for prevention of sig¬ 
nificant air quality deterioration In each 
state. The preamble to that action in¬ 
dicated that a detailed explanation of 
the technical and policy considerations 
which form the basis for the regulations 
was under preparation. This document, 
entitled ' Technical Support Document— 
EPA Regulations for Preventing the Sig¬ 
nificant Deterioration of Air Quality/** 
is now available for public Inspection at 
EPA’s Regional Offices and EPA’s Free¬ 
dom of Information Center. 401 M Street 
S\V.. Washington, D.C. 20460. and will 
be available shortly for general distribu¬ 
tion through the National Technical In¬ 
formation Service, 5258 Port Royal Road. 
Springfield. Virginia 22151. Several of 
the studies and reports referenced In this 
document are quite voluminous and are 
not available for general distribution; 
however, they are available for public In¬ 
spection at the Freedom of Information 
Center at the above address. 

Dated: March 17. 1975. 

Rocek Sthelow, 
Assistant Administrator for 
Air and Waste Management. 

|PR Doc 75 7343 Filed 3 20-75:8:45 am) 


[FRL 348-* 1 

SHELL CHEMICAL CO. 

Renewal of Temporary Tolerance 

Shell Chemical Co.. Suite 200. 1025 
Connecticut Avenue NW.. Washington, 
D.C. 20036, was granted temporary 
tolerances for residues of the herbicide 
2 -II4-chloro-6-(ethylamlno)-r-triaxin- 
2-yll amtnol-2-methylpropionltrile in or 
on the raw agricultural commodities 
cottonseed and soybeans at 0.05 part per 
million on November 5. 1973, in connec¬ 
tion with Pesticide Petition No. 3G1377 
(notice was published in the Federal 
Register of November 12 and Decem¬ 
ber 7. 1973 *38 PH 31203 and 38 FR 
33797)). These temporary tolerances ex¬ 
pired November 6. 1974. 

The company has requested a one-year 
renewal of the temporary tolerance for 
residues of the herbicide in or on soy¬ 
beans at 0.05 part per million to obtain 
additional experimental data. 

It is concluded that such renewal of 
the temporary tolerance will protect the 
public health. A condition under which 
this temporary toierar.ee is renewed is 
that the herbicide will be used in ac¬ 
cordance with the temporary permit 
which is being issued concurrently and 
which provides for distribution under the 
Shell Chemical Co. name. 

This temporary tolerance expires 
March 17. 1976 Residues remaining in 
or on the above raw agricultural com¬ 
modity after expiration of this tolerance 
will not be considered actionable if the 
pesticide is legally applied during the 
term, and in accordance with provisions 
of the temporary permit/tolerance. 


1 Piled a* part of the original document. 


This action is taken pursuant to pro¬ 
visions of the Federal Food. Drug, and 
Cosmetic Act (sec. 408*j). 68 8tat. 516; 
(21 UJS.C. 346a(j) >), the authority 
transferred to the Administrator of the 
Environmental Protection Agency *35 
FR 15633), and the authority delegated 
by the Administrator to the Deputy As¬ 
sistant Administrator for Pesticide Pro¬ 
grams (39 FR 18805). 

Dated: March 17. 1975. 

Edwin L. Johnson. 

Acting Deputy Assistant Admin¬ 
istrator for Pesticide Pro¬ 
grams. 

|m Doc.76-7341 Filed 3-20-75;8;46 am) 

FEDERAL COMMUNICATIONS 
COMMISSION 

| Docket Nos. 20108. Pile Nos. BPII 8711 and 
20187; FUs No. BPH-87‘46) 

A C. ELLIOTT, JR.; MELVIN PULLEY 

Memorandum Opinion and Order Enlarging 
Issues 

1. This proceeding involves the mu¬ 
tually exclusive applications of A. C. 
Elliott. Jr. (Elliott), Quitman, Mississippi 
and Melvin Pulley (Pulley). Quitman, 
Mississippi, for a new FM broadcast sta¬ 
tion at Quitman. Mississippi. The Review 
Board now has before it a petition to 
enlarge issues, filed January 6. 1975. by 
Elliott, 1 * requesting the addition of the 
following issues: 

a. To determine the facta and circum¬ 
stances surrounding the apparent alteration 
of the December 14. 1974 affidavit of grant 
Moore and Its submission to the Commission 
by Melvin Pulley; 

b. To determine, in light of the evidence 
adduced under the foregoing issue, the effect 
upon Melvin Pulley’s requisite and/or com¬ 
parative qualifications to be a Commission 
licensee. 

2. Petitioner contends that good cause 
exists to warrant consideration of his late 
filed motion, because the document upon 
which this motion In based was submit¬ 
ted as part of Pulley's December 20,1974, 
supplement to an opposition to a petition 
to enlarge issues, filed October 23. 1974, 
by Elliott. 1 As an attachment to his De¬ 
cember 20, 1974, supplement. Pulley in¬ 
cluded. inter alia, an affidavit of Ernest 
Moore, a community leader interviewee, 
purportedly sworn to and acknowledged 
before Barbara G. Mayo, a notary public, 
on December 14,1974. The affidavit reads 
as follows: 


1 The Beard also has before It the follow¬ 
ing related pleadings: (a) opposition, filed 
January 20, 1976. by Pulley; <b) comments, 
Hied January 21. 1975, by the Broadcast Bu¬ 
reau; and (c) reply. Alcd January 31, 1976, 
by Klltott. 

* Elliott's motion waa acted on by Review 
Board Memorandum Opinion and Order. POC 
75R-48, - FCC 2d__ released Febru¬ 

ary 10, 1975. Boo specifically paragraph 8 
thereof. 


I do remember talking to Melvin Pulley 
about community needs and problem*. Dur¬ 
ing Nor. Dec 1973 * 

Elliott asserts that this affidavit, the 
first sentence of which is typewritten, 
while the second sentence is handwritten, 
had been altered by Pulley without the 
knowledge of the affiant and then sub¬ 
mitted by Pulley to the Commission. In 
support of this oliegation, Elliott submits 
an affidavit dated December 28. 1974. in 
which Moore* states: (1) That his De¬ 
cember 14. 1974, affidavit had been al¬ 
tered without his knowledge by someone 
writing in the words "During Nov. Dec. 
1973;** (2) that upon being asked to sign 
a statement acknowledging an interview. 
Pulley had not asked him about any 
dates; and (3) that he does not remem¬ 
ber the exact date of his interview. Also 
submitted is an affidavit dated Decem¬ 
ber 30. 1974, in which Elliott relates his 
conversation with Moore concerning the 
circumstances surrounding the prepara¬ 
tion of the latter’s December 14, 1974. 
affidavit; Elliott contends that on or 
about December 13. 1974, Moore signed 
a statement to the effect that he remem¬ 
bered talking to Melvin Pulley about 
community ne~ds. that Pulley returned 
to Moore’s home the following day ac¬ 
companied by a notary public who. while 
remaining in Pulley's automobile, asked 
Moore if he had signed a statement for 
Pulley, and that Moore replied in the 
affirmative without being shown the 
statement or having his attention drawn 
to the dates. 

3. In hH opposition. Pulley maintains 
that the instant petition is a deliberate 
and willful attempt on the part of Elliott 
to deceive the Commission. Elliott's con¬ 
tention that Pulley had Moore's Decem¬ 
ber 14. 1974 statement notarized after 
Moore had signed it and returned the 
following dav wPh the notary, is false. 
Pulley avers. Rather according to Pulley, 
he asked Moore to sign the original type¬ 
written statement and Moore did so; 
subsequently, he (Pulley) added the 
handwritten dates in the presence of the 
notary. Mrs, Barbara O. Mayo. Pulley 
then took Mrs. Mayo to Moore, at which 
time, she a««urcd herself that Moore had 
signed the December 14. 1974 statement 
and that he acknowledged the handwrit¬ 
ten dates; and then, Mrs. Mayo nota¬ 
rized Moore’s statement and recited the 
above-mentioned procedure In her jurat. 
In support of this position. Pulley sub¬ 
mits an affidavit, in which he states: (1) 
That on December 14, he and Barbara G. 
Mayo went to the home of Ernest Moore; 
(2) that Moore was Introduced to Mrs. 
Mayo and was told that she was a notary 
public; (3) Unit Moore was asked to read 
the statement **I do remember talking to 
Melvin Pull?y about community needs 


‘With b Is petition to enlarge issue*. Aled 
October 23. 1974. Elliott had submitted an 
affidavit dat d June 4. 1974. and notarised on 
September 17, 1974. In which Ernest Moore 
stated that he had not been Interviewed by 
Pulley. 

•Moore’s December 26. 1974. affidavit was 
notarized on December 30, 1974. 
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and problems;*' • (4) that Mrs. Mayo In¬ 
structed him I Pulley I to make certain 
that Moore acknowledged the handwrit¬ 
ten dates; (5) that Moore stated that he 
had signed the statement; and (6) that 
Moore acknowledged the written In dates 
of November. December 1973. To sub¬ 
stantiate his own affidavit. Pulley sub¬ 
mits Mrs. Mayo's affidavit. In which she 
states, inter alia, that on December 14. 
1974. Moore was asked 11 he recognized a 
typewritten statement with a handwrit¬ 
ten date; that Moore was then handed 
the statement; and that Moore stated 
"that that was the date." that It was his 
signature, and that he remembered sign¬ 
ing It 

4. In reply. Elliott submits an affidavit 
dated January 21, 1975. in which Moore 
states that the words "during Nov. Dec. 
1973" in his December 14, 1974 affidavit 
were not pointed out to him at any time 
by either Pulley or the notary public. 
However, even assuming that Pulley's 
explanation of the procedure which he 
followed to obtain Moore's affidavit Is ac¬ 
cepted. Elliott reasons, the fact remains 
that this questionable procedure was 
concealed from the Commission when 
Pulley submitted Moore's affidavit to It. 
Elliott contends that Pulley led the Com¬ 
mission to believe that Moore had signed 
the December 14. 1974, statement as it 
was submitted to the Commission. Thus, 
maintains Elliott, a serious question 
arises as to Pulley’s candor, ard the re¬ 
quested issues should be spucifled/ 

5. The Review Board will add the re¬ 
quested issues. First, petitioner has 
shown good cause for the delay in filing, 
as required by section 1.223(b) of the 
Commission's rules. The instant petition, 
which Is based upon Moore's Decem¬ 
ber 14. 1974 affidavit, was filed on Janu¬ 
ary 6, 1975, Just two and one-half weeks 
after Moore's affidavit was submitted to 
the Commission. With regard to the 
merits of the instant petition, there Is a 
serious conflict in the various affidavits 
submitted by the parlies. Specifically, 
there is a direct conflict between Ernest 
Moore’s assertion that the addition of 
the handwritten words, "during Nov. 
Dec. 1973," to his December 14. 1974 af¬ 
fidavit had not beer brought to his at¬ 
tention at any time by either Melvin 
Pulley or the notary public and the 
statements of Melvin Pulley and Barbara 
O. Mayo, who is the notary public In 
question, to the effect that Pulley di- 


B Xn his opposition pleading. Pulley con- 
tonds that his attached affidavit affirmatively 
shown that Mocre read the typewritten state¬ 
ment with the handwritten dates. Hewever. 
In that affidavit. Pulley merely states that 
Moore was asked to read the statement. There 
la no Indication whether cr not Mocre actu¬ 
ally read It. 

•The Board doci not agree with Elliott's 
contention In this regard. Tf Moore's affidavit 
was properly acknowledged by him, then the 
Commission would hive no interest In the 
exact procedure used to procure that 
affidavit. 


rected Moore's attention to the hand¬ 
written dates. In th* Boards view, the 
conflict in the affidavits necessitates (he 
addition of the requested issues. See 
Rosemor Broadcasting Company . Inc., 
46 FCC 2d 1182. 30 RR 2d 360 U974); 
and Christian Voice of Central Ohio . 26 
FCC 2d 76. 20 RR 2d 389 (1970). How¬ 
ever, not only Is there a serious question 
os to whether Pulley submlttrd a sub¬ 
stantively false affidavit (the Moore af¬ 
fidavit) to the Commission/ but there is 
also a question as to whethrr Pulley 
knowingly submitted a false jurat, ex¬ 
ecuted by Mrs. Mayo, to the Commis¬ 
sion.' Since the Board Is unable to resolve 
these issues on the basis of the pleadings, 
an evidentiary inquiry into all the facts 
surrounding the procurement and sub¬ 
mission of the affidavit in question is 
appropriate. See Rosemor Broadcasting 
Company, Inc., supra. 

6. Accordingly. It is ordered. That the 
petition to enlarge Issues, filed January 6, 
1975. by A. C. Elliott. Jr., is granted ; and 
that the issues In this proceeding are 
enlarged as follows: 

(a) To determine whether Melvin Pulley 
has made misrepresentations or abused Com¬ 
mission processes or been lacking In candor 
with respect to a document submitted to 
the Commission purporting to be Ernest 
Moore's December 14.1074 affidavit. 

(b) To determine. In the light of the evi¬ 
dence adduced pursuant to the above hwue. 
whether Melvin Pulley possesses the basic 
or comparative qualifications to be a Com¬ 
mission licensee; and 

7. It is further ordered, That the bur¬ 
den of proceeding with the introduction 
of evidence under the issues added herein 
shall be on A. C. Elliott. Jr. and the bur¬ 
den of proof under these issues shall be 
on Melvin Pulley. 

Adopted: March 13.1975. 

Released: March 18.1975. 

Federal Communicatio? s 
Commission. 

(seal) Vincent J. Mullins, 

Secretary. 

|FR Doo.75-7410 Piled 3 20-75;8:45 am) 


f "It Is • • • fundamental to the regulatory 
process that the Commission be able to rely 
on the representations of those whom It 
licenses and those who come before It seeking 
licenses. Therefore, the Commission must 
demand candor from those who come before 
It and must refuse to tolerate deliberate mis¬ 
representations." Nick J. Chacona*. 26 FCC 
2d 231. 233. 21 RR 2d 676. 670 (1071); re¬ 
consideration denied. 36 FCC 2d 608, 24 RR 
2d 811 (1971); affirmed 486 F. 2d 1814 (DC. 
Clr. 1073). See also FCC v. WOKO, Inc.. 320 
US 223 <1946). 

•The submission of a false Jurat to tho 
Commission is a serious matter and hits. In 
the past, been the subject of severe sanction 
by the Board. See 3 J’s Broadcasting Co , 41 
FCC 2d 664. 27 RR 2d 1396 (1973). review 
denied. FCC 74 *86. re loved January 30. 1974. 
8ee also WIOO. Inc* 37 FCC 2d 740, 26 RR 2d 
667 (1972). 


[Docket No. 20376; FCC 76-2631 

AMERICAN TELEPHONE AND 
TELEGRAPH CO. 

Charges for Interstate Telephone Service; 

Memorandum Opinion and Order InstJ* 

luting Investigation and Hearing 

1. The Commission has before It for 
consideration proposed tariff revisions 
filed by the American Telephone and 
Telegraph Company (AT&T) on Janu¬ 
ary 3, 1975, calling for generally In¬ 
creased rates for the Bell System’s inter¬ 
state services, to be effective March 4, 
1975. The proposed revisions arc to: 
AT&T’s Tariffs FCC No. 263. Long Dis¬ 
tance Message Telecommunications 
Service (MTS); No. 259. Wide Area Tele¬ 
communications Service (WATS>; and 
No. 260, Private Line Service. In Its let¬ 
ter transmitting the revised tariff sched¬ 
ules and in information furnished In 
support of the proposed rate changes, 
AT&T states that its rate adjustments 
have been designed to produce a 7.2 per¬ 
cent net increase in Bell’s interstate reve¬ 
nues on a future test year basis (or about 
$717 million annually before taxes), a 
13.5-14.5 percent return on equity, and an 
overall rate of return of 10% to 11 per¬ 
cent on Bell’s Interstate Investment. 

2. We have received numerous formal 
and informal objections to such filing 1 
seeking its rejection or designation for 
formal investigation with on accounting 
order and suspension of the effective date 
of the revised tariff schedules for the 
maximum period permitted under pres¬ 
ent law. 


1 Formal pleadings were timely filed by the 
following parties: City of Chicago ("Chi¬ 
cago"), Commonwealth of Pennsylvania 
("Pennsylvania"), The Council on Wage and 
Price Stability (the "Council"), the Execu¬ 
tive Agencies of tho United Staten, (the "Ex¬ 
ecutive Agencies"), The National Small Busi¬ 
ness Association (“NSBA") American Broad¬ 
casting Companies. Inc., CBS Inc., and Na¬ 
tional Broadcasting Company. Inc. (the 
"Network Companies''), The Intermountain 
Network. Inc. ("IMN"). Mutual Broadcast¬ 
ing System, Inc. ("Mutual"), The American 
Newspaper Publishers Association ("ANPA"). 
Associated Press ("AP"), Commodity News 
Services, Inc. ("CNS"), United Press Inter¬ 
national. Inc. ("UPI"). The Ad Hoc Tele¬ 
communications Committee (the "Ad Hoc 
Committee'*). Aeronautical Radio. Inc. 
("AJUNC"). Aerospace Industries Association 
of America. Inc. ("AIA"), Air Transport As¬ 
sociation of America ("ATA"). National 
Data Corporation ("National Data"). Data 
Transmission Company ("Datran"). and our 
Common Carrier Bureau's Trial Staff in 
Docket No. 19129 (the "Trial Staff"). Also 
be/ore ua are timely filed objections by the 
People of the State of California and the 
Public Utilities Commission of the State of 
California ("California"). In addition, nu¬ 
merous Informil objections have been re¬ 
ceived and letters and telegrams expressing 
Interest In the proposed rate Increases and 
any hearings to be held with respect thereto, 
or commenting on the merits of the proposed 
rates. ATAT timely filed a reply on Febru¬ 
ary 6, 1975. Appendix A. a list of thr plead¬ 
ings filed. Is filed as part of the original 
document. 
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3. The tariff revisions would result 
In generally increased MTS rates for 
service within the United States, except 
Hawaii and Alaska, and between the 
United States, except Hawaii and Alaska, 
and Canada and Mexico.* They would 
result In generally increased rate levels 
for WATS and Private Line services. 

4. Revisions in MTS tariff schedules 
of charges and conditions of service with¬ 
in the United States are designed to pro¬ 
vide for a 7.2 percent increase in rev¬ 
enues and include the following changes: 
(1) A one-minute initial period for all 
customer dialed station calls in all time 
periods; <2> a 35 percent discount for 
all customer dialed station calls in the 
evening rate period; and (3) a 60 per¬ 
cent discount for all customer dialed sta¬ 
tion calls in the night and weekend rate 
periods. Proportionately larger increases 
in long-distance rates have been placed 
on those services where the costs are rel¬ 
atively greater, namely, on person-to- 
person calls, operator handled station 
calls, and calls of short mileages. Revi¬ 
sions in the U.8.-Canada proposed sched¬ 
ule include: (1) Introduction of a dial 
staUon-to-etation rate for the Day and 
Evening rate periods in addition to the 
present Dial Station-to-Station Night 
rate period: <2) establishment of a one- 
minute initial rate period for all time 
periods with a 10 cent minimum charge 
per message; <3> discounts of 35 percent 
for the Evening and CO percent for the 
Night rate periods, applicable to Dial 
Statton-to-Station Initial periods and 
additional minutes for aU classes of serv¬ 
ice; (4) a uniform 24-hour rate for an 
initial 3-minute period for all Operator 
Statlon-to-Station and Pcrson-to-Pcr- 
son messages; (5) common additional 
minute rates for all classes of services: 
(6) reduction of the number of mileage 
rate steps from 27 to 23; (7) elimination 
of the fifteen cent surcharge for collect 
calls; (8) a night discount rate period 
for additional minutes for Operator 
8tation-to-Statlon and Person-to-Per- 
son messages and extension of the Night 
reduced rate period from 6 a m. to 8 a.m.; 
and (9) general increases and decreases 
In the different classes of service. Revi¬ 
sions in the U.S.-Mexico proposed sched¬ 
ule include: (1) A Simple Station Pate 
Class for all hours of the day and all days 
of the week. Simple Station Servico 
would apply to station messages dialed 
by the customer or station messages that 
could be dialed by the customer if fa¬ 
cilities were available: (2) a uniform 
24-hour rate for the initial 3-minute pe¬ 
riod for all Person-to-Person messages; 
<3) a common additional minute rate 
for all call classes beginning at 245 miles 
for Day calls and 86 miles for Evening 
calls; (4) reduction of the number of 
mileage rate steps from 27 to 21; (5) 
elimination of the surcharge for collect 


9 All tho revision# are published to be¬ 
come effective on March 4. 1075 except cer¬ 
tain rates from the United 8Uit« to Mexico 
and Canada which were published to be¬ 
come effective on March 29,1975. 


calls; (6) modification of the Evening 
rate period from 8 p.m. to 11 pjn.. and 
extension of the Night rate period to 
8 a m., and (7) general increases and 
decreases In the different classes of 
service. 

5. Revisions In the WATS schedules 
would provide for: (1) Increased rates 
for measured time service for distances 
up to 900 miles and decreased monthly 
rates for measured time service for dis¬ 
tances beyond 900 miles; (2) increased 
monthly rates for Pull Business Day 
Service for distances up to 1.600 miles, 
and decreased monthly rates for Full 
Business Day Service beyond 1.600 miles; 
and (3) with the exception of Installa¬ 
tion. move and conversion charges for 
WATS and extension stations, all other 
rates and charges In Tariff F.C.C. No. 259 
(eg., monthly rates and installation 
charges for connecting arrangements) 
would be increased 7.8 percent and 
rounded in the same manner as the 
equipment rates for Private Line Service. 

6. Bell alleges that its proposed revi¬ 
sions in Private Line Services will in¬ 
crease all domestic rate elements in Tar¬ 
iff F.C.C. No. 260 by 7.8 percent, except 
the rates for television service <8erles 
7000 services) and any items that were 
filed to become effective after Septem¬ 
ber 1, 1974. After application of the 7.8 
percent increase, each rate element, with 
the exception of rates for interexchange 
channel mileage, would be rounded to 
the nearest five cents for items up to 
$100 nnd to the nearest dollar for Items 
of $100 or more. Rates for Telpak (Series 
5000) and wide band high speed data 
and facsimile <8cries 8000) base capacity 
would be rounded to the nearest five 
cents whfie all other Interexchange 
channel mileage rates would be rounded 
to the nearest cent. 

7. AT&T explained its reasons for seek¬ 
ing the proposed increased rates for its 
Interstate services in a letter dated Jan¬ 
uary 3. 1975 to Chairman Wiley.* It 
therein stated: 

eoonomlo and financial circumstance* now 
require an Interstate earning level of 10*4 to 
li percent on investment, in order to sus¬ 
tain the financial Integrity of the Bell Sys¬ 
tem and to permit the attraction of necessary 
debt and equity capital under prevailing 
condition); in the money markets. 

AT&T estimates that the charges for 
about 30 percent of all MTS calls will be 
lower; and that by altering their calling 
habits, customers may take advantage of 
further savings in their long-distance 
calls. According to AT&T, its pricing in¬ 
novations will also promote more efficient 
use of the telephone network, facilities 
improvements in productivity, and pro¬ 
duce substantial cost savings. 

8. AT&T stated that the proposed in¬ 
creases in WATS and Private Line rates 
were filed to achieve about the same pro¬ 
portionate increase in the revenue levels 


» AT&T* January 3. 1975 letter Is Appendix 
B, filed as part of the original document. 


for those services as that which would be 
derived from MTS. The WATS rate 
changes are designed to maintain ap¬ 
proximately the same rate relationships 
that now exist between WATS and MTS. 
According to AT&T’s January 3 letter: 

In view of the pendency of fcveral Com¬ 
mission proceedings relating to the rale 
structure of the private line services, we are 
not now filing structural revisions within 
those services. Rather for purposes of thU 
overall rate increase filing, we are generally 
applying tho same percentage Increase to the 
various rate elements in the private line 
services • • • 

The filed rate change* are designed to pro¬ 
duce increased revenue* from Bell's inter¬ 
state eervlcei of about $717 mlllton per year 
and, together with associated coat savings, to 
Improve net earning* after taxes by about 
5433 million per year at the 1975 level of 
business. 

These rate change* are of critical and im¬ 
mediate importance because of the extraor¬ 
dinary financial and economic conditions 
currently affecting Bell's cost of operations 
and cost of capital. 

AT&Ts filing is comprised of 267 tariff 
pages and 240 pages of statements by 
Company officials and outside consult¬ 
ants and more than 8.000 pages of re¬ 
lated data and work papers in support of 
various aspects of the tariff revisions. 

9. The Commission received petitions 
containing requests that we suspend and 
investigate the AT&T tariff revisions 
from California, Chicago. Pennsylvania, 
the Executive Agencies, the Council, the 
Network Companies, NSBA, Datran. Na¬ 
tional Data, Mutual, and the Trial Staff. 
The Network Companies and IMN con¬ 
fine their requests for suspension to pri¬ 
vate line service rate revisions. The 
Separated Trial Staff requests that we 
suspend only the MTS revisions, arguing 
that this action would reduce the pres¬ 
ent subsidization of other services by 
MTS rate payers. Other petitions seeking 
rejection, cancellation, or withdrawal of 
the AT&T tariff revisions or, as alterna¬ 
tive relief, suspension and investigation 
of these revisions were received from 
CNS. ANPA. ARINC. ALA. ATA, AP and 
UPI. ARINC has confined Its request for 
rejection or suspension to the Series 5000 
private line services and teletypewriter 
equipment: ATA has confined its request 
to Series 5000 services. The Ad Hoc Com¬ 
mittee has requested that we reject Uie 
AT&T tariff revisions for the private line 
services. ANPA has also filed a separate 
petition requesting rejection. Among 
these petitioners urging rejection of 
AT&T’s tariff revisions, AP, AIA, CNS. 
ANPA. UPI and the Ad Hoc Committee 
have argued that we have the authority 
to reject these revisions without a hear¬ 
ing since AT&T’s rates were Implicitly 
prescribed by the Commission in Dock¬ 
et No. 19129/ and thus, under section 


•Decision and Order In Phase I of the 
Message Toll Telephone Rate Cose. Docket 
No. 19129. 38 FOC 2d 213 < 1972). reconsidera¬ 
tion denied. 42 FCC 2d 203 (1973), appealed 
swb nom Ralph Nadar v FCC Nos. 73-1045. 
73-2061 (D.C. Clr ). See also 38 FOC 2d 984 
(1973). 
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205 of the Act. 1 AT&T cannot file higher 
rates without first obtaining the Com¬ 
mission’s approval. AIA, ATA. and 
ARINC have argued that we can reject 
the tariff revisions without a hearing be¬ 
cause AT&T’s data supporting its revi¬ 
sions do not comply with f 61.38 of the 
Commission’s rules,* In addition. ATA 
asserts that we can summarily reject the 
private Une service rate increases since 
prior such Increases are still under con¬ 
sideration in Docket No. 18128. and 
ARINC asserts that summary rejection 
can be predicated on AT&T's failure to 
consider the competitive nature of Tel- 
pak service. Many of these same peti¬ 
tioners have argued that we should 
exercise this power to summarily reject 
AT&T’s tariff revisions In order not to 
unduly disrupt proceedings In other 
dockets. 7 

10. Various petitioners urging suspen¬ 
sion have asserted that AT&T has failed 
to Justify adequately its proposed tariff 
revisions. The Council and Mutual argue 
that AT&T's increased rates can only 
be based In small part upon Increased 
operating costs. The Council further ar¬ 
gues that neither AT&T's Increased cost 
of debt nor its needs for favorable equity 
financing Justifies the magnitude of 
AT&T's proposed rate increases. Mutual. 
Pennsylvania and AIA also believe that 
the rate increases cannot be predicated 
on a need for a higher equity return or 
higher debt costa. Mutual adds that 
AT&T’s capital requirements are likely to 
be reduced in 1875 through tax and eco¬ 
nomic relief as well as reduced customer 
demand. The Separated Trial Staff as¬ 
serts that AT&T’s expectations as to 1875 
spending levels, on which Its proposed 
rates are based, are in error since these 
expectations overlook present inefficien¬ 
cies in the Bell 8vstem*s operating and 
capital acquisition programs, as re¬ 
vealed In the Docket No. 18120 inquiry; 
a $600 million cutback In 1975 construc¬ 
tion; and recent labor force reductions 
together with a freeze on new hiring. 
The Separated Trial Staff urges the Com¬ 
mission to require that AT&T submit up¬ 
dated cost data reflecting all possible 
economies so that by the end of the sus¬ 
pension period lower rates can be sub¬ 
stituted for those now proposed. The 
Executive Agencies believe that an In¬ 
vestigation is necessary because AT&T’s 
proposals far exceed rates declared to be 
reasonable in Docket No. 19129: because 
AT&T bases its revired tariffs on a hypo¬ 
thetical debt ratio; and because AT&T 
has used questionable methods to arrive 
at an equity component. The Executive 
Agencies, the Council, and the Separated 
Trial Staff also believe that AT&T has 
failed to Justify its revised rate structure 
in MTS and the Network Companies 


■ 47 UB.C. 206. 

•47 CFR 61 38. 

T Tbs M*s&*ge Toll Telephone Bat# Case 
(Docket No. 191201; the T»lp*k/Private Une 
Com (Docket No. 18128): the WATS cans 
(Docket No 19939); end The High Dtnolty- 
Low Density Rate Structure Case (Docket 
No. 19919). 


question lack of such structural revi¬ 
sions in the private line services. IMN 
and the Network Companies state that 
AT&T has made no showing that addi¬ 
tional capital needs for all Its services 
Justify Increased rates In the Series 6000 
audio services. National Data incorpo¬ 
rates the Council's objections in its pe¬ 
tition. 

11. Thb economic impact of AT&T's 
tariff revisions have been cited by peti¬ 
tioners as Justifying at least a suspension 
and investigation. The Council requests 
that if we find AT&T's rate structure mod¬ 
ification to be Justified after an investi¬ 
gation, we should take steps, such as 
phasing rate revisions, to ameliorate any 
inflationary impact. Concern for small 
and Intermediate sized businesses Is 
voiced by the Council. NSBA. and Na¬ 
tional Data. NSBA asks that we require 
special information from AT&T sum¬ 
marizing the anticipated Impact of the 
proposed rates on large and small busi¬ 
ness users National Data further peti¬ 
tions the Commission to seek from AT&T 
a voluntary deferral of the effective date 
of the tariffs beyond the three month 
suspension period. UPI. AP, ANPA, CNS. 
and IMN have noted the operating costs 
of newspapers and news services are 
highly sensitive to Increased charges for 
communications services. For this rea¬ 
son, they argue AT&T’s tariff revisions 
should at least be suspended, and the ad¬ 
verse impact on regional news collection 
and dissemination investigated. Mutual 
and the Network Companies have argued 
that the rate Increases for Series 6000 
private line services will adversely im¬ 
pact radio networking and therefore 
should be Investigated. Pennsylvania and 
California object to AT&T's tariff re¬ 
visions because of their effect on rate 
payers for intrastate service. Pennsyl¬ 
vania notes that AT&T's interstate rate 
Increases would lead to increased Intra¬ 
state rates by virtue of the parity which 
Pennsylvania maintains between intra¬ 
state long-distance charges and the In¬ 
terstate levels. California remiests that, 
if Its petition to suspend and Investigate 
is granted, the Commission designate as 
an issue modifications to the Separa¬ 
tions Manual procedures* and further 
order AT&T to submit the revenue re¬ 
quirements effects on each state as a 
consequence of the proposed rate In¬ 
creases. Alternatively, if Its petition is 
denied. California requests a Commission 
order specifying that no shift in revenue 
requirements will be made as a result of 
the rate increases until possible separa¬ 
tion manual changes have been con¬ 
sidered, Other petitioners concerned 
with the economic effects of AT&T’s 
tariff revisions Include the Separated 
Trial 8taff. ARINC, AIA, and the Execu¬ 
tive Agencies. 

12. Several petitioners have argued 
that AT&T’s tariff revisions are unlaw¬ 
fully discriminatory under section 202 
(a) .• California argues that the revised 


• 47 CFR Part 67. 
•47 US.C. 202(a). 


MTS rate structure discriminates against 
rate payers In certain states vis-a-vis 
rate payers in other states. National Data 
argues that the tariff revisions unlaw¬ 
fully discriminate against WATS users 
whose access lines are concentrated in 
the lower numbered service areas. Since 
DDS, a competitive service, is not In¬ 
cluded In AT&T’s tariff revisions. Datran 
argues that there is unlawful discrim¬ 
ination against customers of AT&T's 
monopoly services. 

13. Separation of various Issues raised 
by AT&T's tariff revisions is requested by 
several petitioners. The Council has 
argued that we establish nt least two 
proceedings, one for rate level Issues and 
another for rate structure issues. The 
Separated Trial Staff asks the Commis¬ 
sion to assign all rate structure questions 
presented by AT&T's proposal to the 
PhAse II Inquiry In Docket No. 19129 on 
the grounds that similar rate structure 
issues have been raised and considered 
In that proceeding. Many petitioners, 
including the Executive Agencies, have 
urged the Commission to order AT&T 
to keep accurate accounts of all monies 
received by reason of the tariff revisions 
In the event that these revisions are 
found unjustified after the period of sus¬ 
pension has passed and the revisions 
have gone into effect. Mutual has re¬ 
quested that we require AT&T Co in¬ 
clude quality of service specifications in 
its tariff schedule and to provide a sched¬ 
ule of refunds to customers should It 
fall to meet these specifications. 

14. AT&T opposed all petitions seeking 
to delay the effective date of the tariff. 
In AT&T's view, a suspension will irrev¬ 
ocably deny It Just and reasonable rates 
which are urgently needed, while an ac¬ 
counting order will fully protect the In¬ 
terests of AT&T’s customers. With re¬ 
spect to the petitions urging rejection. 
AT&T argues that there is no valid basis 
for such action. The Commission can¬ 
not Invoke section 206. AT&T asserts, 
because in our Phase I Order in Docket ' 
19129 there was no ’’full hearing" on the 
rate Issues or explicit prescription of 
rates: and no Jurisdictional finding that 
the 1972 rates were "just and reason¬ 
able" as mandated by section 265. AT&T 
argues further that the issuance of an 
accounting order In the 1972 decision 
was inconsistent with an implied pre¬ 
scription of rates. Finally, although rates 
of return were set aa Just and reasonable 
in the 1972 decision. AT&T argues that 
section 205 does not authorize us to pre¬ 
scribe rates of return which cannot later 
be changed without Commission order. 
AT&T asserts that its data complied with 

9 61.38 of our rules. It argues that a re¬ 
jection would be effectively a prescrip¬ 
tion of rates and therefore Invalid with¬ 
out the hearings and findings required 
by section 205. In response to the Coun¬ 
cil’s petition for suspension. AT&T argues 
that the Council significantly underesti¬ 
mated AT&T'S increased labor and equity 
costs. It also takes issue with the Coun¬ 
cil’s methods of estimating AT&T's nec¬ 
essary revenue increases. AT&T further 
notes that the Council has not supported 
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its stated concern that small and inter¬ 
mediate business users will face severe 
liard&hip under tlve revised tariffs. The 
suggestion to phase the rate Increases 
Is, in AT&T’s view, contrary to national 
objectives in that the revised MTS struc¬ 
ture will actually curb Inflation by al¬ 
lowing customers to make substantial 
cost savings. With respect to the Trial 
Staff’s petition, AT&T asserts that the 
Trial Staff has made only one-sided con¬ 
tentions as to inefficiencies in operation 
and plant Investment and failed to rec¬ 
ognize AT&T's need to attract substan¬ 
tial amounts of new capital in future 
years. AT&T objects to the Trial Staff's 
request for suspending only MTS rate 
increases and questions the Trial Staff's 
methods in arriving at Us conclusion that 
MTS ratepayers subsidize other services. 
AT&T also denies Da trail's assertion that 
the revised tariffs unlawfully discrimi¬ 
nate against customers of AT&T’s monop¬ 
oly services and National Data's asser¬ 
tion that WATS increases over short dis¬ 
tances are unjustified. Finally. AT&T dis¬ 
agrees with California’s computation of 
the anticipated separations effect of the 
revised tariff and. in addition, argues 
that the separations effect issue should 
be addressed in a proceeding directed to 
the formulation of Jurisdictional separa¬ 
tions procedures. 

Discussion. 15. On November 22, 1972. 
the Commission adopted and released its 
Decision and Order in Phase I of Docket 
No. 19129 (38 FCC 2d 213) prescribing 
8.5% as the rate of return required by 
AT&T “to enable It to attract capital at 
reasonable coot and to maintain the 
credit of Bell; and to assure continued, 
adequate and safe Interstate and foreign 
communications service to the public and 
to provide for necessary expansion to 
meet future requirements” 38 FCC 2d 
213. 245. Although AT&T was allowed to 
file rate revisions designed to increase its 
interstate return only to the level of 8.5 
percent, the Commission established a 
range above this level, l.e.. 8.5 to 9.0 per¬ 
cent as an incentive for efficiency, to per¬ 
mit AT&T through improved efficiency or 
productivity gains to increase Its earn¬ 
ings under such rates within a reasonable 
range above 8.5 percent without regula¬ 
tory action on our part. 

10. This action by the Commission was 
taken after a full evidentiary hearing, 
during which extensive evidence and ex¬ 
hibits were presented by Bell and other 
parties. Based upon this extensive record, 
the Commission determined the prevail¬ 
ing cost of debt * * and equity 11 for Bell, 
and established the appropriate rate of 
return required to cover those costs. This 
action was a properly determined pre¬ 
scription of Bell's rate of return. u The 
effect of this action was to bar Bell from 
filing any rate revisions designed to In¬ 


»Tbe embedded east of debt was deter¬ 
mined to be 6 percent. AT&T 38 FCC 2d 213, 
229. 

n The coat of equity was determined to be 
10.5 percent AT&T 38 FCC 2d 213. 238. 

• See 42 FCC 2d 293, 300 (1973) where we 
characterized our Phase I Order as a pre¬ 
scription. 


crease its overall rate of return above 
the 8.5 percent level without obtaining 
the Commission's approval to increase 
this level by demonstrating that the level 
was no longer adequate* 

17. The Commission's action did not 
relate to the question of specific rate 
structure. This issue is being investi¬ 
gated In Docket 18128 and Phase II of 
Docket 19129. Thus, while Bell Is legally 
free to alter its rate structure, the Com¬ 
mission’s prescription prevents it from 
doing so In such a manner os to increase 
its overall earnings level above 8.5 per¬ 
cent’* In seeking a modification of the 
order, a heavy burden clearly rests with 
Bell to demonstrate the basis for and 
extent of any modifications it proposes. 
Absent a finding by the Commission, that 
the prescribed rate of return should be 
modified, based upon known changes In 
Bell’s capital costs and structure, the 
filing of a tariff designed to produce a 
rate of return In excess of 8.5 percent is 
prlma facie unlawful. 

18. In Its present filing, AT&T seeks to 
increase its overall rate of return from 

8.5 percent to 10.5-11 percent. It alleges 
such action Is mandated by economic 
changes which have taken place since our 
Phase I order. These changes, according 
to Bell, have raised its cost of embedded 
debt from 6.0 percent to 6.9 percent and 
its cost of equity from 10.5 percent to 

13.5 pcrcent-14,5 percent. 

19. We arc. of course, cognizant of the 
general changes and trends in the na¬ 
tional economy. We also note that Bell’s 
rate of return showed a decline to 7.89 
percent in the last quarter of 1974, even 
though It was 8.53 percent overall for the 
year. Such a decline, if continued, would 
adversely Impact Bell’s ability to serve 
the public. We arc also concerned that 
the recent downward trend in Bell’s In¬ 
terest coverage be arrested, to avoid any 
possibility that Its bond ratings might be 
downrated with attendant Impact on the 
availability and cost of debt financing. 
We wish to stress that our obligation to 
protect the consumer requires us not only 
to assure ourselves that excessive fates 
are not being charged but also that the 
carrier is financially capable of providing 
the consumer the needed service. This re¬ 
quires a rate of return sufficient to allow 
investors to have confidence in the finan¬ 
cial Integrity of the carrier so that it con 
maintain Its credit and attract needed 
capital. F.P.C. v. Hope Natural Oas Co., 
320 U.8. 591, 603 (1944>; F.P.C. V. Mem¬ 
phis Light, Gas 4 Water Div., 411 U.a 
458, 465-6 (1973). 

20. While wc must reject AT&T’s tariff 
filing as being In violation of our prior 


“ Aa noted above, the rate of return could 
be Increased through Increased efficiency and 
productivity, a maximum level of 9.0 percent 
was authorized, but thU U not the situation 
presented by Bell’s present tariff filing. 

u This distinction between prescribing a 
rate and an earning level explains why the 
Commission could Issue an accounting order 
on Bell's rates. While the earning level was 
prescribed, the rate* were carrier-made and 
thus subject to an accounting order. Arizona 
Grocery Co. v. Atchinson, Topeka At Santa 
Ft Ry. 284 UB. 370, 390 (1932>. 


proscription order, we will consider those 
elements of the filing which seek to in¬ 
crease the rate of return as a request for 
modification of our prescription, and will 
address them accordingly. After carefully 
scrutinizing Bell’s filing and all comments 
received, we believe that some modifica¬ 
tion of Bell’s prescribed rate of return 
is in order. Bell’s embedded cost of debt 
is a matter of historical record and the 
result of simple mathematical computa¬ 
tion. No petitioner has objected to Bell’s 
evidence that it has risen from 6 0 per¬ 
cent to 6.9 percent and is unlikely to de¬ 
crease within the immediate future. Fur¬ 
ther, It Is a matter of official notice that 
the proportion of debt in Bell’s capital 
structure is 49 percent. However, while 
recent trends In the economy would in¬ 
dicate that the cost of equity may no 
longer be 10.5 percent, Bell has failed to 
show clearly whether and to what ex¬ 
tent the cost of equity now exceeds 10.5 
percent. This question must be tested in 
the crucible of an evidentiary hearing, 
and we are in this decision instituting 
such a hearing to be conducted on an ex¬ 
pedited basis. u 

21. In view of the above we have deter¬ 
mined that our prescription, to the ex¬ 
tent indicated above, should be modified. 
We thus conclude that the Just, fair and 
reasonable rate of return for Bell, under 
present conditions is 8.74 percent com¬ 
puted as follows: * 

fin pcrcvnll 


Iirm Proportion Cent PmpottkMi 

of capful rat* of total coa 


I . 40 <M> 3.38 

Total equity. . SI KU S.38 

Total Cost .. .. »*74 


I Nwls of pervious pmrrlptlon 38 FCC 26 213, 241. 
We tltall «lill permit Bell to rvorh A '» percent rate ol 
return llirough Incrmaed Hltdrocy and productivity. 

22. Achievement by Bell of the 8.74 
percent rate of return on Its interstate 
operations that we have found herein to 
be appropriate, will require rate adjust¬ 
ments which will produce approximately 
$365 million in additional gross revenues 
before Federal Income taxes over and 
above the comparable annualized fourth 
quarter 1974 revenues. We hereby author¬ 
ize Bell to file such a tariff on not less 
than one day's notice. See 47 U8C 203. 

23. We now turn to the specific requests 
for relief In the petitions before us. 81nce 
we are rejecting herein the subject AT&T 
tariff filing, and Instituting an investi¬ 
gation Into the appropriate Bell rate of 
return we must deny those parts of the 
petitions listed In Paragraph 9 above 
which request suspension of the tariff 
filing and an investigation to be ordered 


»This hearing, which will be limited to the 
appropriate levels for Bell's cost of equity 
and overall rate of return, should be com¬ 
pleted within 0 months. 

<* Under the unique economic circum¬ 
stances now existent we are prepared for pur¬ 
poses of this filing to accept the last quarter 
of 1974 as a valid test period. 
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on such filing." For the same raisons, 
we grant the petitions insofar as they 
seek rejection of the tariffs as unlaw¬ 
fully increasing a prescribed rate of re¬ 
turn. We therefore need not reach the 
question concerning the effect of the 
tariff filing on other pending proceed¬ 
ings. as requested by several petitioners. 

24. We agree with the separated staff 
of our Common Carrier Bureau in Docket 
No. 19129 that the primary interest of the 
ratepaying public, the Commission, and 
the Bell System would best be served by 
concluding Phase II ol the hearing in 
that proceeding as soon as possible. Thus, 
we consider it Inappropriate to Include 
any rate structure or other issue raised 
in this new tariff in the Phase n pro¬ 
ceeding. as weU as our inquiries into Pri¬ 
vate Unc Services (Docket No. 18128) 
and WATS (Docket No. 199891. 

25. Finally, we believe it inappropriate 
to include the question of separations, as 
requested by California, in the narrow 
hearing ordered herein. We note that 
separations questions are presently de¬ 
ferred pending developments in Docket 
No. 20003 and should properly be before a 
federal-state joint board, such as that 
existing in th? on-going Docket No. 
18866 investigation. No purpose is served 
by having the same question examined 
in two forums. 

26. Accordingly, if is ordered . That the 
tariff revisions filed by AT&T with its 
Transmittal No. 12241 are rejected; 

27. It is further ordered, That pursu¬ 
ant to the provisions of Sections 4(1) v 
and 4 ( J). 201. 205 and 403 of the Com¬ 
munications Act of 1934, a? amended, an 
investigation and hearing is instituted 
into the authorized rate of return of 
AT&T from Interstate services. 

28. It Is further ordered . That, pend¬ 
ing the outcome of this hearing or further 
action by the Commission on the basis of 
known changes in Bells capital struc¬ 
ture or cost of capital, the prescribed 
rate of return for Bell's interstate opera¬ 
tions shall be 8.74 percent. 

29. It is further ordered* That, for the 
purpose of this hearing, the parties shall 
address themselves only to the current 
cost of capital of A^&T, with particular 
reference to the cost of equity and to the 
proper overall rate of return required. 

30. It is further ordered . That the 
hearings in this investigation shall be 
expedited and held at a time and place 
to be specified by subsequent order and 
that the Administrative Law Judge ap¬ 
pointed to preside at the hearing shall 
issue an Initial Decision at the close of 
the record; 

31. It is further ordered , That the 
American Telephone and Telegraph 
Company Is made a party respondent in 
this proceeding, and that all other intcr- 


note that, under 11.44(a) of our 
rules, petitions to mipcnd and reject may 
not be combined mto a single pleading, since 
rejection roqucits should be addressed to the 
Chief, Common Carrier Bureau, while sus¬ 
pension motions were properly addressed to 
t». However, we shall waive 11.44(a) on our 
own motion and consider the plcaOtng* prop¬ 
erly before us. 


csted persons wishing to participate may 
do so by filing a notice of Intent to par¬ 
ticipate within 10 days of the release of 
this Order; 

32. It is further ordered. That a sepa¬ 
rated trial staff will participate In this 
proceeding pursuant to 1 1.1209(d) of 
the Commission’s rules; 

33. It is further ordered. That, for the 
purposes of tariffs filed pursuant to this 
Order, the provisions of 88 61.38 and 
61.58 of the Commission’s rules. 47 CFR 
61.38. 61.58 are waived, as provided 
herein: 

34. It is further ordered. That the fol¬ 
lowing procedures win apply in this pro¬ 
ceeding: 

(a) The record for decision win con- 
staff. Interrogatories and information rc- 
ord by respondent, interested persons 
and the Common Carrier Bureau trial 
staff Interrogatories and information re¬ 
quests and responses thereto shnll be 
part of the record. Fuch submittals to¬ 
gether with supporting documentation 
and workpapers will be available for pub¬ 
lic inspection as they arc received. 

(b) AU matters submitted for the rec¬ 
ord. Including answers to interrogatories 
and responses to information requests, 
must be Identified as to sponsoring party, 
numbered consecutively and identified 
with the name of a person by whom cr 
under whose supervision the submittal 
was prepared. 

(c) The source of all data must be 
clearly and specifically noted. Support¬ 
ing documents which are not readily 
available and working ropors must bo 
presented with the submlttols to whi-'h 
they apply. Statistical studies will be 
submitted and supported in the form 
prescribed in 8 1.363 of the Commission's 
rules. 

(d) Original and five copies of an mat¬ 
ters submitted for the record as well as 
of supporting documentation and work- 
papers must be filed with the Commis¬ 
sion. Part I of our rules governs as to 
the number of corlcs for other submis¬ 
sions. such as briefs, pleadings and pro¬ 
posed findings. Matters submitted for 
the record shall be served on all inter¬ 
ested persons filing a notice of intent to 
participate ("participants”) and upon 
the presiding Administrative Law Jud^e. 

(e) Interrogatories and requests for 
information must be filed with the Com¬ 
mission and served cn the participants 
to this proceeding. Objections to inter¬ 
rogatories and information requests 
should be resolved, if possible, by imme¬ 
diate Informal conferences between the 
persons Involved and the Trial Staff. If 
such persons are unable to resolve their 
differences, the Administrative Law 
Judge should be notified, and on notifica¬ 
tion should convene an immediate oral 
conference of the persons Involved. After 
oral presentations by such persons and 
the Trial Staff the Judge shall forthwith 
issue a ruling. Apnenls fro m su ch rulings 
shall he governed by 47 CFR 1.301 ex¬ 
cept that the Judge shall set an expe¬ 
dited procedure. 

(f) Alter the return of interrogatories 
as provided herein, oral evidentiary-type 
proceedings shall be conducted as may 


be necessary to elicit on the record such 
relevant, material and competent Infor¬ 
mation as required for resolution of the 
issues herein. 

35. It is further ordered , That the fol¬ 
lowing schedule will be adhered to: 

(a) Within 10 days of the release of 
this Order AT&T shall identify and file 
those portions of its material filed in 
support of the subject tariff revisions 
which relate to the cost of equity and 
rate of return issues. 

(b> Any participant may file interrog¬ 
atories and requests for information 
within 20 days after the filing of the 
above material by AT&T. Answers to such 
interrogatories and requests shall be filed 
within 20 days of the filing thereof. 

(c) Within 7 days of the filing of an¬ 
swers to interrogatories and information 
requests, all parties shall identify the 
witnesses they intend to call In oml pro¬ 
ceedings. Such proceedings shall com¬ 
mence 7 days thereafter. 

(d) Proposed findings of fact and con¬ 
clusions of law shall be filed within 30 
days of the completion of the oral pro¬ 
ceedings, and replies shall be filed within 
15 days thereafter. 

(e> We Intend to issue a decision in 
this matter within nine months of the 
release of this Order. 

36. It 1$ further ordered . That the pe¬ 
titions filed herein are granted to the 
extent Indicated above and otherwise are 
denied. 

Adopted: March 4.1975. 

Released: March 6, 1975. 

Federal Communications 
Commission. 1 * 

(seal] Vincent J. Mui.liws. 

Secretory. 

|FR Doc.75-7176 Hied 5-20-75:8:45 am! 


RADIO TECHNICAL COMMISSION FOR 
AERONAUTICS 

Meeting 

Pursuant to Pub. L. 92-463. notice la 
hereby given of a meeting of the Radio 
Technical Commission for Aeronautics 
Special Committee 127. Emergency Lo¬ 
cator Transmitters. It is to be held on 
April 9. 1975 in Conference Room 6332, 
Nassif Building. 400 Seventh Street. SW.. 
Washington. D.C.. commencing at 9 am. 
Acssroa 

1. Opening Coaimiaii by Chairman. 

2. Administrative announcement*. 

3. Review and Approval of Min a tea of the 

meeting of January 29. 1975, 

4. Reports of Task Groups: 

a. Inertial Switches 

b. Battery Standard*, 
e. Antenna Standard*. 

d. Cockpit Control and Alerting. 

6. New Busmens. 

6. Tuk Alignments. 

7. Date and place of neat meeting. 


“ Commissioner Quollo coucurrtng In re¬ 
sult; Statements of ConsmtsUoners Lee, 
Hoofc* and Reid filed aa part at original 
document. ComnUMlanm Lae and Boofci 

concurring in pan and dissenting In port; 
Comml«lonor Reid concurring. 
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The meeting is open to the public on a 
space available boats. Any member of 
the public may file a written statement 
with the Commission either before or 
after the meeting. Any member of the 
public wishing to make an oral statement 
must consult with the Commission prior 
to the meeting. 

Those desiring more specific informa¬ 
tion may contact the RTCA Secretariats 
Suite G55, 1717 H Street, NW. Washing¬ 
ton. D.C. 20006, or phone. Area Code 
(202) 296-0484. 

Pepexal ComrtrmcATioifs 
Commission, 

[seal) Vincent J. Mullins, 

Secretary. 

(PR Doc.76-7411 Filed 3 20-75.8:45 amj 

FEDERAL HOME LOAN BANK BOARD 

fH. C. #187! 

BROADVIEW FINANCIAL CORP. 

Receipt of Application for Permission To 
Acquire Control of SL Clair Savings 
Association 

March 18,1975. 

Notice Is hereby given that the Fed¬ 
eral Savings and Loan Insurance Cor¬ 
poration has received an application 
from Broadview Financial Corporation, 
Cleveland, Ohio, a unitary savings and 
loan holding company, for approval of 
acquisition of control of the St. Clair 
Savings Association, Cleveland. Ohio, an 
Insured Institution, under the provisions 
of section 408(e) of the Notional Hous¬ 
ing Act, as amended <12 U.S.C. 1730a 
<e)). and section 584.4 of the regulations 
for Savings and Loan XTolding Com¬ 
panies. said acquisition to be effected 
through the purchase of all of the stock 
of Capital Ban corporation for cash from 
the applicant. Comments on the pro¬ 
posed acquisition should be submitted to 
the Director. Holding Companies Section, 
Office of Examinations and Supervision. 
Federal Home Loan Bank Board, Wash¬ 
ington. D.C. 20552, on or *>efore April 21, 
1975. 

IsjmlI Grenville L. Millard, Jr.. 

Assistant Secretary. 

Federal Home Loan Bank Board. 
[PR Doc.75-7426 Piled 3-20-75.8:45 ami 

FEDERAL POWER COMMISSION 

| DcGleet No. CP74-3201 

COLORADO INTERSTATE GAS CO.. A 
DIVISION OF COLORADO INTERSTATE 
CORP. 

Order Providing for Hearing Granting Inter¬ 
ventions, and Issuing Temporary Certifi¬ 
cate 

March 14.1975. 

On June 14, 1974. Colorado Interstate 
Gas Company, a division of Colorado 
Interstate Corporation (CIG) filed an 
application pursuant to section 7(c) of 
the National Gas Act for a certificate of 
public convenience and necessity au¬ 
thorizing the acquisition of the Latigo 
Field in Arapahoe County. Colorado, and 
the construction and operation of facil¬ 


ities to develop the field for use as an 
underground gas storage reservoir, all as 
more fully set forth In the application 
which is on file with the Commission 
and open to public Inspection. 

CIO proposes to acquire the working 
interest 1 of producers presently operat¬ 
ing the Latigo Field In Arapahoe 
County, including 17 existing wells a 
small gasoline plant and mineral and 
storage rights at a total estimated cost 
of $6,964,666. The field will be developed 
over a period from 1975 through 1979 
as follows: 

1975. Convert seven existing wells to 
storage use; drill two new gas storage, 
two potable water and two saltwater dis¬ 
posal wells; convert two wells to obser¬ 
vation wells; install approximately 6 
miles of 16-inch lateral pipeline, and 
construct a 3.300 horsepower compres¬ 
sor station and miscellaneous support 
facilities at estimated cost of $4,897,612. 

1978. Construct a central dehydration 
facility and a hydrocarbon liquids ex¬ 
traction plant; drill four new gas storage 
wells; convert two wells to observation 
wells and install necessary gathering 
and miscellaneous support facilities at 
an estimated cost of $3,895,049. 

1977. Drill six new gas storage wells; 
convert four wells to observation wells 
and install the necessary gathering and 
miscellaneous support facilities at a 
total estimated cast of $1,568,822. 

1978. Drill six new gas storage wells; 
convert two wells to observation wells; 
Install a 1.100 horsepower compressor 
station addition and install the necessary 
gathering and miscellaneous support 
facilities at an estimated cost of 
$2,434,030. 

1979. Construct a 1,100 horsepower 
compressor station addition at an esti¬ 
mated cost of $993,633. 

Upon completion of the project the 
Latigo Field will consist of 25 storage 
injection-withdrawal wells, ten observa¬ 
tion wells, two saltwater disposal wells, 
two freshwater wells, a 5,500 horsepower 
injection compressor facility, a central 
dehydration and hydrocarbon extrac¬ 
tion facility. 6 miles of 16-inch lateral 
pipeline, approximately 8.6 miles of 6 
to 18-lnch gathering line, approximately 
5 miles of 2-Inch line and .63 mile of 
6-lnch saltwater gathering and disposal 
line. 14 field line gas heater-separators, 
measurement facilities and a small sep¬ 
tic tank facility at a total estimated cost 
of $20,753,812. 

Approximately 9.700.000 Mcf was ex¬ 
pected to be in the reservoir as of Octo¬ 
ber 1. 1974, the anticipated acquisition 
date. Of this amount 8.023,000 Mcf rep¬ 
resents recoverable base storage acquired 
in place at a cost of $1,953,535 or 24.35 
cents per Mcf. The remaining 1,700.000 


»The owners of the working interest are 
Amoco Production Company. Anachuts 
Corporation. ChampUn Petroleum Company. 
McCulloch Oil Corporation. Oas Develop- 
ment Enterprises. Sundance OH Company, 
Inc.. Texaco Inc.. Mr. Thomas O. Dorough 
and Western Drilling. 


Mcf at a cost of $413,916 <24.35 cents/ 
Met) Is treated as non-recoverable base 
storage gas and is included in gas plant 
and depreciated. 

Prior to filing of this instant applica¬ 
tion, CIG purchased gas from producers 
in the Latigo Field. This gas. after proc¬ 
essing. was delivered Into CIO's 20- 
inch mainline where it was commingled 
with CIO's interstate gas supply flowing 
into Colorado and eventually delivered 
in the Denver area. No applications were 
made for the sate of this gas by the pro¬ 
ducers. Nevertheless, this transaction is 
clearly within interstate commerce as 
set forth by the La Voca doctrine hi 
California vs. La Voca Gathering Com¬ 
pany .379 U S. 366 (1965). Therefore, any 
termination of service will require the 
producers to file applications for aban¬ 
donment of their service. Our granting 
of such abandonments is necessarily a 
condition precedent to the effectiveness 
of any temporary certificate granted to 
CIG. Nothing herein should be construed 
as a waiver by the Commission of 1U 
authority to Institute a proceeding 
against CIG and all the producers in¬ 
volved to show cause why they should 
not be held in violation of the Natural 
Gas Act 

CIG proposed to commence with¬ 
drawals from the field during the 1974-75 
heating season, whereas, injections will 
begin during the spring of 1975.* 

Upon completion of the project <1978- 
79 heating season), CIG proposes an 
ultimate total storage volume of 22.378,- 
000 Mcf of which 12,000,000 Mcf will be 
the annual working storage. Peak day 
withdrawals are estimated to be 140.000 
Mcf per day. 

Because CIG proposed to utilize an 
existing gas and oil field which is cur¬ 
rently subject to operations similar to 
those proposed, we find any approval of 
this project would not constitute a major 
Federal action significantly affecting the 
quality of the human environment. In 
addition, the proposed pipelines will not 
cross any highways, railroads or contin¬ 
uously flowing streams, and the installa¬ 
tion of the compressor unit will not cause 
any significant increase In local noise 
levels. 

In Docket No. RP74-77 It was esti¬ 
mated that CIG'* production of new 
reserves will exceed its estimated defi¬ 
ciency by 22.370.000 Mcf in 1975. 33,422,- 
000 Mcf in 1976. 19.538.000 Mcf in 1977. 
and 630,000 Mcf in 1978. If new supplies 
do not develop as anticipated, CIG will 
allocate any deficiency in accordance 
with the terms of Its curtailment plan 
on file in Docket No. RP72-122. 

No new or additional customers win 
be served as a result of this project, CIG 
has stabilized total transmission sys¬ 
tem peak day deliveries at the 1973-74 


•Proposed peak day withdrawals are 3,000 
Mcf during the 1074-75 besting season, 
21.000 Mcr during the 1075-76 heating les¬ 
son. 74.000 Mcf during the 1076-77 healing 
season. 115.000 Mcf during the 1977-78 beat¬ 
ing season and 140,000 Mcf during the 1978- 
79 heating season. 
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level of 1,361,098 Mcf.“ Development of 
the proposed storage will eliminate the 
projected peak day deficiencies through 
the 1976-77 heating season and will con¬ 
tribute to the reduction of deficiencies 
through the 1978-79 heating reason. An¬ 
nual deficiencies are expected to increase 
from 11,828,000 Mcf in the 1974-75 Fiscal 
Year* * 114.243.000 Mcf in the 1978-79 
Fiscal Year. These facilities would supply 
inventory that will be required to offset. 
In part, these prospective shortfalls. If 
acquisition is not allowed now. the facil¬ 
ities will not be in service in time to ac¬ 
cumulate an inventory from the system 
off peak gas to supply projected short¬ 
falls in the 1975-76 winter season. For 
this reason, the Commission is of the 
opinion that an emergency exists on 
CIG's system, within the purview of sec¬ 
tion 7 of the Natural Gas Act, which 
warrants the issuance of a temporary 
cretificate for acquisition of the field, 
construction of the facilities scheduled 
for construction in 1975, and injection 
of gas into storage. However, the issu¬ 
ance of this certificate is not to be con¬ 
strued as a predisposition on the merits 
of the permanent application nor should 
It prejudice In any manner the ultimate 
disposition of the permanent application. 

Tho incremental cost of service for 
the first full season of operation (1979- 
1980) at ultimate development is esti¬ 
mated to be $3,914,454, including return 
at 9.75 percent and reflecting the deduc¬ 
tions of revenues received from the sale 
of hydrocarbon liquids.* Eased on a total 
transmission system demand cost service 
of $1.73 per Mcf <os filed in Docket No. 
RP74-77) CIO estimated 1979-1980 in¬ 
cremental revenues to be $2,990,400 or 
$924,054 less than the incremental cost 
of service. Because of the high cost of 
this storage service, because all costs 
will not be recovered, and because of the 
uncertainty of supply It shall be an issue 
of a formal hearing to determine whether 
the proposed rolled-in pricing method is 
the proper method to recover the cost of 
service. In this regard. CIO shall submit 
evidence and sponsoring witnesses show¬ 
ing requirements of customers according 
to the end-use plan on file; including any 
projected changes in market require¬ 
ments for the years through 1984. In¬ 
cluded in the evidence shall be a showing 
of the manner by which CIO contem¬ 
plates that it will use the storage inven¬ 
tory to meet the needs of Its high priority 
customers in sufficient detail to Indicate 
the end-use by classes of sendee, and by 
Individual customers. CIG shall show 
whether a market exists for the storage 
service if It were provided on a separate 


•Although 1973-74 peak dny dcUvcrt?* 
w*rt> 1,377.098 Mcf. CIO will reduce Its de¬ 
livery obligation to Kansu-KabraiOca Na¬ 
tural Oaa Company by 16,000 Mcf per day 
pursuant to a new service agreement elec¬ 
tive October 1, 1974, approved In Docket No. 
CP74-209. 

• CTO’s Fiscal Year begins October 1. 

•Storage gas Inventory In enUmated to be 
$3,673,162 including the $1,953,535 cost of 
recoverable bane storage acquired In place. 


rate schedule under which ail costs as¬ 
sociated with the project would be re¬ 
covered. CIG shall Fhow why It is in the 
public interest for the proposed storage 
service not to fully recover its costs. CIO 
shall demonstrate for this record its pro¬ 
posed source of supply showing projected 
amounts and projected duration. In tho 
evidence. It shall be shown that termina¬ 
tion of the sales by the producers tn 
Latlgo Field will harm no segment of the 
CIG market. 

After due notice by publication In the 
Federal Register on July 16. 1974 (39 
FR 26064). a Joint petition to Intervene 
was filed by Public Service Company of 
Colorado, Western Slope Gas Company 
and Cheyenne Light. Fuel and Power 
Company. These petitioners state that 
they fully support the application of 
CIO. The City and County of Denver also 
filed a petiton to Intervene. The Public 
Utilities Commission of the State of 
Colorado filed its notice out of time. 

The Commission finds. (I) Good cause 
exists to set for hearing and dispositon 
the matters involved in the proceedings 
in Docket No. CP74-320. 

(2) Good cause exists to grant the in¬ 
terventions previously cited since the 
participation of those intervenors may be 
in the public interest. 

(3) Participation of the late inter- 
venor will not delay the Instant proceed¬ 
ing and. therefore, good cause exists for 
permitting the filing of the late petition 
to intervene. 

(4) An emergency exists on CIG's sys¬ 
tem to an extent sufficient to Justify the 
issuance of a temporary certificate of 
public comxnier.ee and necessity pur¬ 
suant to section 7(c) of the Natural Gas 
Act. 

The Commission orders . (A) Pursuant 
to th? authority of the Natural Gas Act 
particularly sections 7 and 15 thereof, 
the Commission's rules of practice and 
procedure and the regulations under the 
Natural Oas Act f 18 CFR. Chapter 11. a 
public hearing shall be held commencing 
May 6, 1975, in a hearing room of the 
Federal Power Commission. 825 North 
Capitol Street NE., Washington, D.C. 
20426 concerning the propriety of Is¬ 
suing a permanent certificate of public 
convenience and necessity for the proj¬ 
ect proposed herein. 

(B> On or before April 8, 1975. CIG 
and all supporting intervenors shall file 
and serve Its testimony and exhibits com¬ 
prising its case-in-chief upon all parties 
Including Commission Stnff. 

(C) An Administrative Law Judge, to 
be designated by the Chief Administra¬ 
tive Law Judge for that purp ose—see 
Delegation of Authority, 18 CFR 3.5(d) — 
shall preside at the hearings in till; pro¬ 
ceeding and shall prescribe relevant pro¬ 
cedural matters not herein provided. 

(D) Pursuant to section 7(c) of the 
Natural Gas Act and based upon the 
Commission's findings that an emer¬ 
gency exists on CIO's system by virtue 
of projected shortages in the winter 
1975-76 season. A temporary certificate 
is hereby issued as hereinafter condi¬ 
tioned for the acquisition and construc¬ 


tion of facilities and for the injection of 
gas and is to be so issued without preju¬ 
dice to such ultimate disposition of the 
application for certificate as the record 
compiled herein may require. 

(E> The temporary authorization 
herein above granted is conditioned as 
follows; 

(1) The maximum inventory of nat¬ 
ural gas stored in the "J" sand in the 
Dakota Formation In tho Latlgo Field 
shall not exceed 22.4 million Mcf at 14.73 
psia and 60“ F. and the reservoir pres¬ 
sure shall not exceed 2.600 psia without 
prior authorization of the Commission. 

(2) Applicant shall submit semiannual 
reports < to coincide with the termination 
of the injection and withdrawal cycles) 
containing the following information on 
proposed operations; 

(a) The volumes of natural gas In¬ 
jected and volumes withdrawn during 
each month of the cycle. 

(b) The volume of natural gas in the 
storage reservoir at the end of the cycle. 

(c) The maximum daily injection and 
withdrawal rates experienced during the 
cycle. 

(d> The shut-in bottom-hold or well¬ 
head pressure of each well in the storage 
field and the average of such pressures. 

(c) The average working pressure on 
maximum days (referred to in Item 3> 
taken at a central measuring point where 
the total volume Injected or withdrawn 
1s measured. 

Cf) A tabulation of wells drilled, 
cleaned or rccompletcd, with subsea ele¬ 
vations of formations and casing settings. 
Copies of any core analyses, gamma my. 
neutron or other electric log surveys a^d 
back-pressure tests conducted during the 
period. 

(g> Reports sh-11 continue to be filed 
semi-annually until the average shut-in 
reservoir pressure has reached or has 
closely approximated the maximum stor¬ 
age pressure permitted In the Commis¬ 
sion’s order, and thereafter until two 
additional Injection and withdrawal cy¬ 
cles have been completed. Upon comple¬ 
tion of those two cycles, the filing of re¬ 
ports shall be discontinued unless other¬ 
wise ordered by the Commission. 

(3> Any producer sMHng to CIG out of 
the Latlgo Field shall file without preju¬ 
dice for abandonment under Section 7 
(b) of the Natural Gas Act and a final 
decision on any such application shall be 
a condition precedent to the effectiveness 
of the temporary certificate herein 
granted. 

<4> CIG shall file executed contracts 
for the acquisition of working interests 
from the producers in the Latigo Field 
reflecting costs comparable with those 
estimated herein w hen effective by virtue 
of compliance with all of the conditions 
herein and In particular the conditions 
precedent set forth in Paragraph E(3> 
above. 

<F> The temporary authorization will 
be subject to Applicant's compliance with 
all applicable Commission regulations 
under the Natural Gas Act and particu¬ 
larly the general terms and conditions 
set forth in paragraphs (a), (c)(3), (c) 
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<4>. te). (f). ami (g) of section 167.30 of 
such regulations. However, all necessary 
Federal, state and local authorizations 
shall be obtained by Applicant with re¬ 
spect to all facilities constructed pursu¬ 
ant to the instant authorization so long 
as such local authorizations or actions 
are not inconsistent with the Commerce 
Clause of the Constitution of the United 
States and our jurisdiction. Copies of 
such authorizations shall be submitted 
to the Commission and shall include, but 
shall not be limited to. building permits 
and statements of compliance with ap¬ 
plicable Government and industry safety 
codes governing the design, installation, 
inspection, testing, construction, opera¬ 
tion replacement, and maintenance of 
facilities. Copies of all authorizations 
shall be submitted to the Commission 
upon receipt. 

By the Commission. 

Issued: March 14. 1976. 

CszALl Mazy B. Kidd. 

Acting Secretary. 

|FR Doc.75-7376 Filed 3 20-75;8:45 ami 


|Docket No. RP7S-47-3) 

COLUMBIA GAS TRANSMISSION 
CORPORATION 

Natural Gas Pipelines; Petition for Relief 

March 18. 1975. 

On December 20. 1974, as supplemented 
January 22, 1975. Teledyne Ohiocast. 
Springfield. Ohio, filed with the Com¬ 
mission a petition for extraordinary re¬ 
lief exempting it from the curtailment 
procedures of Columbia Oas Transmis¬ 
sion Corporation tn the annua! volume 
of 120,480 Mcf of natural gas for the 
two-year period commencing October 
16, 1974. Protests or petitions for inter¬ 
vention due March 26. 1975. 

Take notice that on December 20. 1974, 
as supplemented January 22. 1975, Tele- 
dyne Ohiocast (Petitioner). 8pringAeld, 
Ohio, filed a petition, pursuant to section 
1.7(b) of the Commission's rules of prac¬ 
tice and procedure and Commission 
Order No. 467-C, seeking relief from the 
currently effective curtailment proce¬ 
dures of Columbia. Gas Tn&nsmLtsion 
Corporation. The petition requests an 
exempt allocation of natural gas in the 
annual volume of 130.480 Mcf for the 
period of October 15, 1974 through Octo¬ 
ber 14. 1976. On March 7. 1975. the Ohio 
Public Utilities Commission filed a notice 
of intervention to confer standing on 
Petitioner. 

In support of its petition for extraor¬ 
dinary relief. Petitioner states that it 
produces high alloy castings for the 
pctro-chemkad Industry, the steel indus¬ 
try, the automotive industry, industrial 
furnace builders, and paper equipment 
manufacturers. Such products are al¬ 
leged to be fn critically short supply 
Petitioner claims to have no other source 
of natural gas and no existing alternate 
fuel capabilities. 

It appears reasonable and consistent 
with the public Interest In this proceed¬ 
ing to prescribe a period shorter than 15 


days for the filing of protests And peti¬ 
tions to intervene. Therefore, any person 
desiring to be heard or to protest said ap¬ 
plication should Ale a petition to inter¬ 
vene or protest with the Federal Power 
Commission, 825 North Capitol Street 
NR. Washington. D.C. 20426. in accord¬ 
ance with 5$ 1.8 and 1.10 of the Commis¬ 
sion’s rules of practice and procedure (18 
CFR 1.8 or 1.10) on or before March 26. 
1975. Protests will be considered by the 
Commission in determining the appro¬ 
priate action to be taken, but will not 
serve to make protestants parties to the 
proceeding. Any person wishing to be¬ 
come a party must flic a petition to inter¬ 
vene in accordance with the Commis¬ 
sion's rules. This filing which was made 
with the Commission is available for 
public inspection. 

KrNjcrrH P. Plumb, 
Secretary, 

|FR Doc.75-7602 Filed 3-20-75; 10:67 Aml 


[Docket No CP75-260J 

CONSOLIDATED GAS SUPPLY CORP. 

Application 

March 14. 1975. 

Take notice that on March 4. 1975. 
Consolidated Gas Supply Corporation 
(Applicant), 445 West Main Street, 
Clarksburg. West Virginia 26301. filed in 
Docket No. CP75-260 an application pur¬ 
suant to section 7 (b) and (c) of the Nat¬ 
ural Gas Act and section 157.7(g) of the 
Regulations thereunder (18 CFR 157.7 
(g)) for a certificate of public conven¬ 
ience and necessity authorizing the con¬ 
struction and for permission and ap¬ 
proval of the abandonment, for the 12- 
month period commencing July 1, 1975, 
and operation of field gas compression 
and related metering and appurtenant 
facilities, all as more fully set forth in 
the application which is on file with the 
Commission and open to public inspec¬ 
tion. 

The purpose of this budget-type ap¬ 
plication is to augment Applicant’s abil¬ 
ity to act with reasonable dispatch In the 
construction and abandonment of facil¬ 
ities which will not result in changing 
Applicant’s system salable capacity or 
service from that authorized prior to the 
filing of the instant application. 

Applicant states that the lota) cost 
of the proposed construction and aban¬ 
donment will not exceed $3,000,000, nor 
will the cost of any single project exceed 
$500,000. Applicant states that the pro¬ 
posed facilities will be financed from 
funds on hand and funds to be obtained 
from Applicant's parent corporation. 
Consolidated Natural Gas Company. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before April 7, 
1975. fUe with the Federal Power Com¬ 
mission. Washington. DU. 20426, a peti¬ 
tion to Intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission's rules of practice and procedure 
(18 CFR 1.8 or 1.10) and the regulations 
under the Natural Gas Act (18 CFR 
157.10). All protests filed with the Com¬ 


mission will be considered by it in de¬ 
termining the appropriate action to be 
taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission's rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the Jurisdiction conferred upon the 
Federal Power Commission by sections 7 
and 15 of the Natural Gas Act and the 
Commission's rules of practice and pro¬ 
cedure. a hearing will be held without 
farther notice before the Commission on 
this application If no petition to inter¬ 
vene is filed within the time required 
herein, if the Commission on its own re¬ 
view of the matter finds that a grant of 
the certificate and permission and ap¬ 
proval for tlie proposed abandonment 
are required by the public convenience 
and necessity. If a petition for leave to 
intervene 1s timely filed, or if the Com¬ 
mission on its own motion believes that 
a formal hearing is required, further 
notice of such hearing will be duly given. 

Under the procedure herein provided 
for. unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. * 

Kzxifrnr P. Plumb, 
Secretary. 

[PR Doc 75-7304 Filed 3-20-75;8*45 am| 


(Docket No CP75-241) 

CREOLE GAS PIPELINE CORP. 

Application 

M*rch 14. 1975. 

Take notice that on February 21. 1975. 
Creole Pipeline Corporation (Applicant) 
225 Baronne Street, New Orleans, Loui¬ 
siana 70112. filed In Docket No. CP75- 
241 an application pursuant to section 
1(c) of the Natural Gas Act and Part 
152 of the regulations thereunder for 
exemption from the provisions of the 
Natural Gas Act. all as more fully set 
forth in the application wliich is on file 
with the Commission and open to pub¬ 
lic inspection. 

Ih support of this application and in 
accordance with section 152.3(c) of the 
Commission's regulations (18 CFR 
152.3(c)). Applicant states the following 
regarding its existing service for which 
Applicant seeks exemption: 

Applicant owns and operates two nat¬ 
ural gas pipelines located exclusively 
within St. Bernard Parish, Louisiana. 
One is an efpht-lnch line which extends 
from th« boundary of the Yscloskey proc¬ 
essing pl-nt of Shell Oil Company (Shell) 
in St. Bernard Parish to Chahnette, St. 
Bernard Parish. Applicant renders trans¬ 
portation service through this line for 
Tenneco Oil Company •Tenneco) and 
Amstar Corporation. The gas transported 
for each Is received from the Yscloskey 
plant and is transported to Tenneco's 
ChaJmette refinery and Amstar’s Chid- 
mette plnnt. In each case all of the gas 
transported is consumed within the State 
of Louisiana. The other natural gas pipe- 
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line owned and operated by Applicant is 
a 16- and 12-inch line which extends 
from the boundary of the Yecloskey plant 
to a point on the boundary between St. 
Bernard Parish and Orleans Farish at 
Bayou Bienvenu. Louisiana. This line U 
utilized for the transportation of natural 
gas received from OKC Corporation 
(OKC) at the Yscloskey plant for ulti¬ 
mate delivery to the OKC's cement plant 
in Orleans Parish. From the point on 
the boundary line referred to above, the 
natural gas transported by Creole for 
OKC is transported to the OKC plant 
through a pipeline owned by New Or¬ 
leans Public Service Company. Inc. 
(NOPSI). Deliveries of natural gas to Air 
Products and Chemicals. Inc/s (Air Prod¬ 
ucts) , plant In Orleans Parish are made 
through the 16- nnd 12-lnch line in the 
same fashion. This gas is nominally sold 
to Air Products by Applicant. Said gas 
is nominally purchased by Applicant at 
the Yscloskey plant from Shell and Ten- 
neco and is delivered to the Air Prod¬ 
ucts’ plant through the facilities of Ap¬ 
plicant and NOPSI as described above. 
Ail of the natural gas delivered through 
Applicant’s 16- and 12-inch line is con¬ 
sumed within the State of Louisiana. Ap¬ 
plicant thus has a total of four customers, 
three transportation customers and one 
nominal sale customer, none of which 
are wholesale customers. Applicant states 
that to the best of its knowledge the nat¬ 
ural gas transported through its pipeline 
facilities is delivered to the Yscloskey 
plant by Tennessee Gas Transmission 
Company, a division of Tenneco Inc., in 
a commingled stream from sources with¬ 
in and without the State of Louisiana. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before April 1. 
1975. file with the Federal Power Com¬ 
mission. Washington, D.C. 20426, a peti¬ 
tion to Intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission's rules of practice and procedure 
(18 CFR 1.8 or 1.10). All protests filed 
with the Commission will be considered 
by it in determinin'? the appropriate ac¬ 
tion to be taken but will not rerve to 
make the protestants parties to the pro¬ 
ceeding. Any person wishing to become 
a party to a proceeding or to participate 
as a party in any hearing therein must 
file a petition to intervene in accordance 
with the Commission’s rules. 

Kenneth F. Plumb. 

Secretary. 

I PR Doc.75-7385 Filed 3-20*75:8:45 ami 


[Docket No. E-8947] 

DELMARVA POWER AND LIGHT CO. 
Order Further Extending Procedural Dates 

On February 4. 1975, Staff Counsel 
filed a motion in this proceeding to fur¬ 
ther extend the procedural dates which 
were fixed by order Issued October 24, 
1974, and modified by notice Limed 
January 10, 1975. Staff states that Del- 
marva Power and Light Company’s 
(Delmarva) Initial filing appears to be 
“unsubstantiated and subject to rejec¬ 


tion/’ They ask the Commission to order 
Delmarva to supply a current cost pro¬ 
jection for period n which should In¬ 
clude three months of actual data for 
October, November, and December of 
1974 and for estlmUed data for Janu¬ 
ary through September, 1975. In the 
event this motion is denied. Staff would 
recommend rejection of the proposed 
changes. 

On February 6. 1975, the Municipal 
Intervenors in this matter filed com¬ 
ments supporting In port, and opposing 
in port, Staff’s motion. It Is their con¬ 
tention th t the necessary changes by 
Delmarva amount to “an entirely new 
case In chief” and that a withdrawal or 
rejection and new filing is most ap¬ 
propriate. They find a continuation of 
the present proceeding “unfair and 
burdensome” since under 5 35.19(a) of 
the Commission's rules and regulations 
the interest rate on a possible refund 
would be at 7 percent, whereas a new 
proceeding would allow a refund includ¬ 
ing 9 percent interest rate under the 
revised 5 35.19(a). 1 Municipal Interve¬ 
nors therefore requested that in the 
event Staff’s Motion is granted. 9 35.- 
19<a> be waived in order that any refund 
ordered by the Commission would in¬ 
clude interest at 9 percent. 

On February 11, 1975, Delmarva filed 
comments to the Staff’s motion. It is the 
company's contentions that the need for 
updated information was caused by 
“changed conditions” and that these ad¬ 
ditions ere both necessary and proper 
and do not represent a new case. 

On February 18, 1975. Accomnck- 
Northampton Electric Cooperative, 
Chap tank Electric Cooperative. Inc., 
Delaware Electric Cooperative, Inc., 
and Delmarva Electric Cooperative, Inc.. 
(Cooperatives) filed a motion in opposi¬ 
tion to Staff s Motion for further ex¬ 
tension for reasons similar to those of 
the Municipal Intervenors. 

Upon review of the instant pleadings 
we find it appropriate and in the public 
interest to grant Staff’s requested ex¬ 
tension of time to complete discovery 
and to submit evidence as to the Justness 
and reasonableness of Delmarva's pro¬ 
posed rate changes. We note that the 
lack of data and information sought to 
be adduced by Staff does not constitute 
grounds for rejection of Delmarva's fil¬ 
ing. The material requested by the Staff 
is not required in order for Delmarva 
to meet the filing requirements of the 
Commission's regulations. In fact we 
specifically noted In our order issued Oc¬ 
tober 24. 1974. in this docket that Dei- 
marva's filing, as completed on Sep¬ 
tember 25. 1974, fully complies with the 
requisite filing requirements of the 
Commission's regulations. The material 
sought by the Staff is the type of data 
needed to test the Justness and reason¬ 
ableness of Dclmarva's proposed rate in¬ 
crease, and therefore, to insure a proper 
evaluation of the proposed changes, we 
believe that the requested extension 
should bo granted. 


* Order No. 513. October 10. 1974. 


As to Municipal Intervenors' request 
for waiver of 9 35.19(a) of the Commis¬ 
sion’s regulations, we believe that good 
cause has not been shown to grant the 
requested waiver. As we said in our order 
affecting Rate of Interest on Amounts 
Subject to Refund: “• • • the specu¬ 
lative nature of the fund coupled with 
the expense of undergoing extensive liti¬ 
gation in regard to the filing would miti¬ 
gate any probable benefits the company 
might derive from such a tactic/* * As we 
stated in that order, the interest rate on 
refunds should compensate the customer 
but not penalize the company for seek¬ 
ing nn increase. It Is not feasible for us 
to determine in individual cases whether 
the rate is adequate. We can only attempt 
to periodically scrutinize the money 
market to ascertain if prospective in¬ 
terest rate adjustments to our rules are 
necessary. 

The Commission finds. (1) Good cause 
exists for granting a further extension 
of procedural dates In this matter. 

(2) Good cause exists to order Del¬ 
ia a rv ft to update their filing as herein¬ 
after provided. 

(3) Good cause does not exist to grant 
Municipal Intcrvenor's request for 
waiver of 5 35.19(a) of the Commission's 
regulations. 

The Commission orders. (A) Delmarva 
shall supply by March 24. 1975, their 
current cost projection for period n 
which would include three months of ac¬ 
tual data (October-December) and for 
estimated data for nine months (Janu¬ 
ary-September. 1975). 

(B) The procedural dates fixed by 
order issued October 24. 1974. ns modi¬ 
fied by notice issued January 10. 1975, 
are hereby modified as follows: 

Service of staff** toatlmooy, April 14. 1975. 

Service of Intervcnor'a testimony, April 28. 
1975. 

service of Company** rebuttal, May 12, 
1975. 

Hearing. May 27. 1975. 

(C> Municipal Intervenors* request for 
waiver of 5 35.19(a) of the Commission's 
regulations Is hereby denied. 

By the Commission. 

Issued: March 14, 1975. 

[seal! Kenneth F. Plumb, 

Secretary . 

[FR Doc.75-7380 FUed 3-20-76:8:45 amj 


[Docket No. RI75-40 and RI75-76J 

EXXON CORP. 

Extension of Procedural Dates 

March 4, 1975. 

On February 26. 1975, 8taff Counsel 
filed a motion to extend the procedural 
dates fixed by order issued January 8, 
1075 in the above-designated matter. 
The motion states that the parties have 
been notified and have no objection. 


■Id. 


a 
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Upon consideration, notice is hereby 
given that the procedural dates In the 
above matter ore modified as follows: 

Service of Stall's Testimony. March 21, 1075. 
Service of Company Rebuttal. March 28, 1076. 
Hearing, April 8. 1075 <10 a.xn. e.d t >. 

Kenneth F. Plumb, 
Secretary. 

|FR Doc.76-7823 Filed 3-20-76; 10:49 am] 


[Docket No. CP7V I23J 

GRAND GAS CORP. 

Order Deferring Action on Application for 

Permission and Approval To Abandon 

Sale of Natural Gas 

On October 17, 1974, Grand Oas Corp. 
(Applicant) filed in Docket No. CP75-122 
an application, as supplemented Janu¬ 
ary 13, 1975, pursuant to section 7(b) of 
the Natural Gas Act for permission and 
approval to abandon the sale of natural 
gas in Interstate commerce to Northwest 
Pipeline Corporation (Northwest) from 
the Cisco Dome and Book ClllTs Fields, 
Grand County. Utah. Applicant was au¬ 
thorized to make the subject sale by 
order Issued June 1, 1972 <47 FPC 1440), 
as amended January 28, 1974 <51 FPC 

The Commission in the order of June 
1. 1972, found, 

(3) The gathering faculties to be constructed 
and operated by Grand Qoa are not within 
our Jurisdiction. Grand Oas* gathering oper¬ 
ations are not within our Jurisdiction. 

and 

<8) AppUcant in Docket No. CP72-108 will 
be a gatherer of natural gas and not a nat¬ 
ural gas pipeline company within the con¬ 
templation of the Regulations under the 
Natural Gas Act. 

The Commission ordered , 

<H) That part of the application In Docket 
No. CP72-1C8 for authorization to construct 
and operate gathering facilities is dismissed 
for want of Jurisdiction. 

Applicant proposes to abandon the sale 
of natural gas to Northwest because it 
proposes to sell its facilities in Grand 
County to Northwest. In addition to the 
Cisco Dome and Book Cliffs Fields, Ap¬ 
plicant's facilities connect the Cisco 
Spring, Danish Wash, Agate, Unnamed, 
and Gravel Pile Fields with the system 
of Northwest. Upon disposition by Appli¬ 
cant the facilities would become part of 
Northwest's interstate natural gas pipe¬ 
line system. In Its application Applicant 
alludes to the aforementioned portions 
of the order of June 1, 1972, and states 
that it has been informed that 

Northwest Pipeline Corporation Is of the 
opinion that It la not necessary for it to make 
any filing with the Commission in connection 
with Its acquisition of all the gas gathering 
facilities and other assets of Applicant as It 
to of the further opinion that It Is fully 
authorized to so acquire, and thereafter op¬ 
erate, such asset* and facilities In connection 
with Its other operations under prior orders 
of the Commission. 


After a preliminary analysis of the ap¬ 
plication the Commission cannot con¬ 
cur, at this time, in the opinions of 
Northw r est with respect to Its acquisition 
and operation of Applicant's facilities be¬ 
cause. notwithstanding the findings in 
the order of June 1, 1972, the facilities, 
in fact, and the acquisition and operation 
thereof by Northwest may be subject to 
the jurisdiction of the Commission under 
subsections (c) and <e) of section 7 of 
the Natural Gas Act. If such should be 
the cose, then any finding that the pre¬ 
sent or future public convenience or nec¬ 
essity permit the abandonment by Ap¬ 
plicant would necessarily have to be 
coupled with a finding that the acquisi¬ 
tion and continued operation of the fa¬ 
cilities by Northwest is or will be re¬ 
quired by the present or future public 
convenience and necessity. 

The Commission does not have before 
it any application by Northwest for a 
certificate oi public convenience and 
necessity authorizing it to acquire and 
operate the subject facilities. However, 
it appears that Northwest, as a certifi¬ 
cate applicant, may be a necessary party 
to the Instant proceeding In the event 
that the Commission should find that 
Applicant's facilities and the acquisition 
and continued operation thereof are sub¬ 
ject to the Jurisdiction of the Commis¬ 
sion. Mere Joinder of Northwest as a 
party to the instant proceeding would 
not suffice, since If the Commlsion should 
find that the facilities, acquisition, and 
continued operation are subject to the 
Jurisdiction of the Commission, the Com¬ 
mission could moke the required finding 
under section 7(b) of the Natural Gas 
Act only if It Is able, nt the same time, to 
make the required finding under sec¬ 
tion 7(c). Therefore, the Commission has 
no choice but to defer action on the sub¬ 
ject application pending receipt of an 
application by Northwest under subsec¬ 
tions (c) and (e) of section 7 of the Nat¬ 
ural Gas Act. 

The Commission finds. The facilities 
of Applicant in Grand County. Utah, and 
the acquisition and operation thereof by 
Northwest may be subject to the juris¬ 
diction of the Commission under Subsec¬ 
tions (c) and (e) of section 7 of the 
Natural Gas Act. 

The Commission orders. (A) Consider¬ 
ation of the application In the Instant 
proceeding is deferred pending receipt 
of an application filed by Northwest 
under subsections <c> and (e) of section 
7 of the Natural Oas Act for a certificate 
of public convenience and necessity au¬ 
thorizing the acquisition and continued 
operation of the facilities of Applicant. 

(B) The Secretary shall serve a copy 
of this order upon Northwest. 

By the Commission. 

Issued: March 14, 1975. 

[seal] Mary B. Kidd. 

Acting Secretary. 

[FR Doc.75-7367 Filed 3-20-76:0:45 ami 


(Docket No. E 8843| 

HOLYOKE WATER POWER CO. AND 
HOLYOKE POWER AND ELECTRIC CO. 

Further Extension of Procedural Dates; 

Correction 

February 24, 1976. 

In the notice of further extension of 
procedural dates Issued February 18,1975 
and published in the Federal Register 
on March 4, 1975 40 FR 8994, make 
changes In paragraph 1, lines 5 and 6, 
January 14. 1974 to January 14, 1975. 

Kenneth F. Plumb, 
Secretary. 

|FR Doc.75-7624 Filed 3-20-76:10:49 am) 


l Docket No*. RP73 102: POA 75-3: AP75-3 
and RAD 76-11 

MICHIGAN WISCONSIN PIPE LINE CO. 
Extension of Procedural Dates 

March 14. 1975. 

On March 11, 1975, Staff Counsel filed 
a motion to extend the procedural dates 
fixed by order issued December 27, 1974, 
in the above-designated matter. The mo¬ 
tion states that the parties have been 
notified and have no objection. 

Upon consideration, notice is hereby 
given that the procedural dates in the 
above matter are modified as follows: 

Service of 8tafT* Testimony, May 6. 1975. 
Sen’Ice of Intervenor’a Testimony, May 20, 
1975. 

Service of Company Rebuttal, June 3. 1975 
Hearing, June 10, 1975. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc.76-7368 Filed 3 20-75;8:46 am) 


| Docket No. CP75-250J 

NATURAL GAS PIPELINE COMPANY OF 
AMERICA 

Application 

March 14. 1975. 

Take notice that on March 3. 1975, 
Natural Gas Pipeline of America (Appli¬ 
cant) . 122 South Michigan Avenue. Chi¬ 
cago. Illinois 60603. filed In Docket No. 
CP75-256 an application pursuant to sec¬ 
tion 7(c) of the Natural Gas Act for a 
certificate of public convenience and 
necessity authorizing the construction 
and operation of transmission and stor¬ 
age facilities required to operate its pipe¬ 
line at authorized levels of delivery’ 
capacity during the 1975-76 winter pe¬ 
riod and to enable Applicant to offer ad¬ 
ditional storage service to its customers, 
all as more fully set forth In the appli¬ 
cation, which is on file with the Commis¬ 
sion and open to public Inspection. 

Applicant states that the delivembllity 
of its existing gas supply is insufficient 
to support operation of its pipeline at 
authorized levels of capacity. To assure 
continued full winter deliveries to its ex¬ 
isting customers and to enable It to offer 
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additional storage service to these cus¬ 
tomers. Applicant proposes to construct 
and operate facilities to permit expan¬ 
sion of the peak day capacity of its Iowa 
and Illinois storage Helds by 114.000 Mcf. 
Applicant states that 64.000 Mcf of this 
increased peak day storage capacity will 
be reserved to assure operation of its own 
pipeline facilities at authorized levels of 
capacity during the 1975-76 winter sea¬ 
son, with the remaining 50.000 Mcf avail¬ 
able for increased storage service to 
Applicant's customers. 

To effectuate the proposal herein. Ap¬ 
plicant prosxwes that the inventory lim¬ 
itations of its storage fields be expanded 
as follows: 

Met 

Storage field: (in fkou-saiufs) 

Columbus City-Mount Simon Res¬ 
ervoir _ 26.000 

Cairo-Mount Simon (Zone B)-a. 600 

Calro-Oalesville ___— 8.000 

Cairo-Mount Simon Reservoir-30.000 

flercher-North west-Mount Simon. 18. 500 
Loudon_ t_ 65.000 

Applicant proposes the following op¬ 
erations to Increase peak day capacity 
of Its Iowa and Illinois storage fields by 
114,000 Mcf and increase the capacity ol 
its main transmission system between its 
Iowa storage fields and the terminus of 
its main transmission system at Joliet. 
Illinois, to effectuate transportation of 
the increased dally withdrawals: 

(1) Construct approximately 6 0 mil#* of 
20-inch loop pipeline and approximately 0.7 
mil# of G-lnch and 8-Inch gathering pipe¬ 
line; drill and connect four injoctlon-wlih- 
drawal well*; Install other miscellaneous 
facilities; and inject additional cushion gas 
at Applicant’s Columbus Clty-Mt. Simon 
Storage Field In Louisa County. Iowa; 

(2) Construct approximately 0.3 mUe of fl¬ 
inch gathering pipeline; drill and connect 
four Injection-withdrawal wells; recomplete 
three existing Mt Simon wells to “Zone B“ 
Injection-withdrawal wells; Install other mis¬ 
cellaneous facilities; and Inject additional 
cushion gas at Applicant's Calro-Mt. Simon 
(Zone B) Storage Field In Louisa County. 
Iowa; 

(3) Construct approximately 1.5 mile* of 
6-lnch and 8-tnch gathering pipeline; drill 
end connect nine Injection-withdrawal wells; 
install 4.000 BUP. of compression, and 
other miscellaneous faculties, and Inject ad¬ 
ditional cushion gas at Applicant's Calro-Mt. 
Simon Storage Field In Louisa County. Iowa; 

(4) Construct approximately 12 miles of 
6-lnch. 8-tnch. 16-inch and 20-inch gathering 
pipeline: drill and connect four Injection- 
withdrawal wells; Install 13 wellhead meters 
and other miscellaneous facilities; and Inject 
cushion gas at Applicant's Cairo OelesvUle 
Storage Field In Louisa County. Iowa; 

(5| Construct approximately 0.2 mile of 
0-inch gathering pipeline; drill and connect 
two Injection-withdrawal wells: Install 
other miscellaneous facilities; and Inject ad¬ 
ditional cushion gas at Applicant's Hcrvcher- 
Northwest Storage Field In Kankakee County. 
Illinois; 

(6) Construct approximately 0.8 mile of 
8-lnch gathering pipeline and wellhead fo- 
cilttles. connect three existing wells: Install 
other miscellaneous facilities: and Inject ad¬ 
ditional cushion gas at Applicant's Loudon 
Storage Field In Fayette County, minotr and 

(7) Construct approximately 172 miles of 
36-lnch pipeline partially looping Applicant's 
existing pipeline between Its Iowa storage 
fields and the terminus of its main transmis¬ 
sion system at Joliet. Illinois. 


The estimated cost of constructing the 
facilities proposed herein. Inclusive of 
the cost of Injecting additional cushion 
gas. but excluding the cost of cushion 
gas provided by the customers partici¬ 
pating in the new LS-1 storage service. Is 
$18,355,060. Applicant will finance this 
cost with funds obtained through In¬ 
terim and permanent financing. 

Applicant proposes to make the addi¬ 
tional storage service available to its ex¬ 
isting customers under a new Rate 
Schedule L8-1. In order to provide flexi¬ 
bility to the customers in their utiliza¬ 
tion of this storage service a total of 
100 days top storage withdrawal would 
be available over a period beginning De¬ 
cember 1 of a year and continuing 
through March 31 of the next year. The 
maximum available to each customer 
would be 100 times his contracted dally 
withdrawal quantity. To enable Appli¬ 
cant to provide this leased storage serv¬ 
ice. Applicant proposes to allocate for 
Injection Into storage from existing cus¬ 
tomer entitlements 5.000.000 Mcf of top 
storage gas each year and 10,000.000 Mcf 
of cushion gas for the first year of LS-l 
service only. 

Applicant proposes that service agree¬ 
ments to provide LS-1 service will be for 
a period of ten years commencing April 
1. 1075. but win be cancellable on one 
year's notice by Applicant If* In Appli¬ 
cant's judgment, storage capacity uti¬ 
lized to provide LS-1 service Is necessary 
to avoid curtailment of flow gas deliv¬ 
eries in the winter period. Upon termina¬ 
tion of the LS I service, cushion gas will 
be returned to Applicant's customers. 

Applicant proposes that this service 
would be billed under a monthly demand 
charge applied uniformly throughout the 
year. The demand charge would be based 
on Applicant's average cost of providing 
100-day storage, excluding cushion gas 
cost. In recognition that customers ore 
furnishing the cushion gas for this serv¬ 
ice. plus a component attributable to the 
allocated portion of the cost of Appli¬ 
cant's North End pipeline looping* be¬ 
tween its market storage fields and the 
terminus of Its system. Based upon es¬ 
timated costs for the first year of opera¬ 
tion Applicant estimates a demand 
charge of $3.28 per month for each Mcf 
of buyer's contracted daily withdrawal 
quantity. In developing Its cost of service 
data Applicant states that it used a 10.34 
percent overall rate of return. 

Applicant seeks authorization to pro¬ 
vide LS-1 storage service to the following 
customers, in the following quantities: 
(Qiumtllie* In Me/ per day el IjDOO Btu/ft *) 


Customer: LS-1 

• Associated Natural Gas Co........ 100 

Coming Municipal Dull tie*- 27 

Frohna. Mo , city of___—. 11 

Illinois Power Co,...._..... 2,000 

Iowa Electric Light A Power Co_ 1.014 

Iowa-Illinois Giu A Electric Co- 8.894 

Iowa Power A Light Co_...__ 655 

Iowa Southern Utilities Co-.... 343 

Ka&kaskia Gaa Co.. 35 

Monarch Oas Co-......... 72 

Nashville. HI., city of.. 54 

North Shore Gas Co—-—. 4.426 

People* Go* Light Sc Coke Co., the.. 30,929 

Peoples Natural Oas Division-— 117 

Perryvllie. Mo., city of---- 101 


CtMtomer: LS-t 

PlnckneyrlTle, TH., city of_... 66 

SpeorvUle. Kane., city of.......... 12 

Sullivan, I1L. city of__ 94 

United ClUe* Oae Co_ 150 

Total . 50.000 


Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before April 4, 
1975, file with the Federal Power Com¬ 
mission. Washington. D.C. 20426. a peti¬ 
tion to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission's rules of practice and proceduro 
(18 CFR 1.8 or 1.10> and the regulations 
under the Natural Gas Act (18 CFR 
157.10). All protests filed with the Com¬ 
mission will be considered by It In de¬ 
termining the appropriate action to be 
taken but will not serve to make the Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party to a 
proceeding or to participate as a party 
In any hearing therein must file a peti¬ 
tion to intervene in accordance with the 
Commission’s rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the Jurisdiction conferred upon the 
Federal Power Commission by sections 
7 and 15 of the Natural Gas Act and the 
Commission's rules of practice and pro¬ 
cedure, a hearing will be held without 
further notice before the Commission on 
this application if no petition to Inter¬ 
vene is filed within the time required 
herein, if the Commission on Its own 
review of the matter finds that a grant of 
the certificate is required by the public 
convenience and necessity. If a petition 
for leave to Intervene Is timely filed, or 
If the Commission on its own motion 
believes that a formal hearing Is re¬ 
quired. further notice of such hearing 
will be duly given. 

Under the procedure herein provided 
for. unless otherwise advised. It will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kcnnbth F. Plow*, 
Secretary. 

(Fit Doc-75 7300 Piled 3-20-75;8:45 ami 


(Docket NO. CF75-106J 

NORTHERN NATURAL GAS CO. 

Withdrawal and Cancellation of Hearing 
March 14. 1975. 

On March 7. 1975. Northern Natural 
Oas Company filed a withdrawal of Its 
application In tho above-designated mat¬ 
ter which was act for hearing by order 
Issued February 7. 1976. The procedural 
dates were deferred by notice Issued 
March 4.1975. 

Notice Is hereby given that pursuant to 
section 1.11(d) of the Commission's rules 
of practice and procedure the withdrawal 
of the above application shall become 
effective April 7.1975. The hearing previ¬ 
ously deferred is cancelled. 

Kenneth F. Plumb. 

Secretary . 

|FR Doc.76-7370 Filed 3-20-75;8:45 ami 
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(Docket No. K-9220I 

NORTHWESTERN PUBLIC SERVICE CO. 

Application 

March 14. 1975. 

Take notice that on March 5. North¬ 
western Public Service Company (Appli¬ 
cant) filed an application with the 
Federal Power Commission seeking an 
order pursuant to Section 204 of the 
Federal Power Act authorizing It to issue, 
in separate transactions, not to exceed 
30,000 shares of Cumulative Preferred 
8tock, par value $100 per share, and 
$15,000,000 principal amount of First 
Mortgage Bonds. Included In such appli¬ 
cation Is a request for exemption from 
the competitive bidding requirements of 
9 34.1a <b) and <c> of the Commission's 
regulations under the Federal Power Act 
for each of the transactions to enable the 
sale of the securities to institutional In¬ 
vestors by negotiated private placements. 

Applicant Is incorporated under the 
laws of the State of Delaware and Is 
qualified to do business in the 8tates of 
North Dakota, South Dakota and Ne¬ 
braska. with its principal business office 
being in Huron, South Dakota. Appli¬ 
cant is engaged in generating, transmit¬ 
ting. distributing and selling electric 
energy in the east central portion of 
8outh Dakota where it furnishes electric 
service in 108 communities and in dis¬ 
tributing and selling natural gas in three 
Nebraska communities and in 24 com¬ 
munities in South Dakota. 

The Preferred Stock will be Issued as 
a new series of such stock and will rank 
on a parity with the presently issued 
and outstanding Preferred Stock. It is 
proposed that the dividend rate, liqui¬ 
dating preferences, redemption prices 
and sinking fund provisions, il any. of 
the new series will be determined by 
negotiation with the purchasers. The 
sale of this Preferred Stock is expected 
to provide Applicant with approximately 
$3,000,000 of proceeds. 

The Bonds arc proposed to be Issued 
under and secured by the lien of Appli¬ 
cant's Indenture dated August 1, 1940. 
as amended and supplemented, and as to 
be further supplemented by an addi¬ 
tional Supplemental Indenture providing 
for this issue. It is contemplated that the 
Bonds will be dated as of the date of is¬ 
sue and will bear interest from the first 
day of the month in which the original 
issue occurs. The maturity date and the 
interest rate, as well as the redemption 
and sinking fund provisions for the 
Bonds, are proposed to be fixed by nego¬ 
tiation with the purchasers. 

A part of the net proceeds from the 
two financings will be used to refund 
$6,000,000 principal amount of First 
Mortgage Bonds. 9*4 percent Series due 
1975. which mature September 1, 1975. 
The remainder of the net proceeds will 
be used in whole or in part to reduce out¬ 
standing short-term bank loan indebted¬ 
ness, and to the extent not so used, will 
be applied to payment of costs of Appli¬ 
cant's 1975 construction program. 

As of December 31,1975, Applicant had 
$14,000,000 of short-term bank loans 


outstanding which were incurred to fi¬ 
nance a portion of Applicant's 1974 con¬ 
struction program. Applicant’s expend¬ 
itures for its 1974 construction pro¬ 
gram. after conclusion of Its last prior 
long-term financing In July 1974, totaled 
approximately $10,210,000 of which ap¬ 
proximately $7,793,000 was for electric 
generating facilities (principally the Big 
Stone Electric Plant Project). $725,000 
for electric transmission lines, $338,000 
for major electric substations. $912,000 
for routine extensions and additions to 
electric distribution systems, $338,000 
for miscellaneous extensions and addi¬ 
tions to gas distribution facilities, and 
$54,000 for miscellaneous, general and 
transportation facilities. 

Applicant’s 1975 construction expendi¬ 
tures are estimated to be $14,780,000 of 
which opproximately $1,436,100 is for 
projects carried over from the prior year. 
$7,541,000 Is for the Big Stone Electric 
Plant Project. $1,591,500 is for other elec¬ 
tric production projects, $576,200 is for 
major transmission lines. $421,700 is for 
major electric substations. $739,100 is for 
routine extern*ions and additions to elec¬ 
tric systems. $952,700 is for miscellaneous 
projects for the gas distribution systems, 
$1,231,000 Is for permanent work orders, 
and $290,700 is for miscellaneous, general 
and transportation facilities. The Big 
Stone Electric Plant Project involves the 
construction of a Jointly-owned 440 MW 
generating plant and related transmis¬ 
sion facilities near Big Stone City. South 
Dakota. The plant and the related facili¬ 
ties arc scheduled for completion in 1975. 
Applicant shares in the cost of the plant 
In proportion to Its 32.5 percent owner¬ 
ship interest. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before April 11. 
1975, file with the Federal Power Com¬ 
mission. Washington, D.C. 20426, peti¬ 
tions to Intervene or protests in accord¬ 
ance with the requirements of the Com¬ 
mission’s rules of practice and procedure 
(18 CFR 1.8 or 1.10). All protests filed 
with the Commission will be considered 
by it in determining the appropriate ac¬ 
tion to be taken but will not serve to make 
the protestants parties to the proceeding 
or to participate as a party in any hear¬ 
ing therein must file petitions to inter¬ 
vene in accordance with the Commis¬ 
sion’s Rules. The application is on file 
with the Commission and is available for 
public inspection. 

Kenneth F. Plumb, 
Secretary, 

(TO Doc.75 7371 Filed 3-30-75:6:45 am) 


(Docket No. E 88881 

OHIO ELECTRIC CO. 

Further Extension of Procedural Dates 
March 14. 1975. 

On March 6. 1975, Staff Counsel filed a 
motion to extend the procedural dates 
fixed by order Issued September 16, 1974, 
as most recently modified by notice issued 
December 16, 1974, In the above-desig¬ 


nated matter. The motion states that the 
parties have been notified and have no 
objection. 

Upon consideration, notice is hereby 
given that the procedural dates in the 
above matter are modified as follows: 

Service of staff's mid UHenrcnor’s testl- 
mony. April 11. 1975. 

Service of company rebuttal, April 33, 1975. 

Hearing. Stay 6. 1975 (10 a m. ed.t). 

Kenneth F. Plumb, 

Secretary. 

(TO Doc.75-7372 Filed 3-20-75:8:45 am) 


(Docket No. BP75-35, et al.) 

TENNESSEE GAS PIPELINE COMPANY, A 
DIVISION OF TENNECO, INC. 

Order Granting Motion To Sever and Dis¬ 
miss Complaint, Redesignating Proceed¬ 
ing, Modifying Previous Order, and Con¬ 
solidating Proceedings 

By order of February 14, 1975. in the 
instant docket, the Commission con¬ 
solidated the complaints of Consolidated 
Edison Company of New York, Inc. (Con 
Ed). Orange and Rockland Utilities. Inc. 
(0&R>. Knoxville Utilities Board, et al¬ 
and Tennessee Public Service Commis¬ 
sion (Knoxville), and Pennsylvania Gas 
and Water Company (Penn Gas), con¬ 
strued Alabama-Tennessee Natural Gas 
Company's (A-T’s) and General Motors 
Corporation's (GM’s) filings as com¬ 
plaints under the Natural Gas Act, con¬ 
solidated A-T*s and OM's filings with the 
complaints of Con Ed. OLR. Penn Gas, 
and Knoxville for hearing and decision, 
and ordered formal hearings to con¬ 
vene on March 25, 1975. 

On February 25, 1975, Tennessee Gas 
Pipeline Company, a Division of Tenneco, 
Inc. (Tennessee), filed a motion with the 
Commission, pursuant to section 1.12 of 
the Commission's rules of practice and 
procedure, requesting that Knoxville's 
complaint be severed and either dis¬ 
missed or consolidated with the investi¬ 
gation in Docket No. RP75-45. Tennessee 
Gas Pipeline states that “with the con¬ 
spicuous exception of Knoxville, all com¬ 
plaints filed In the instant proceedings 
raise questions as to the actual imple¬ 
mentation of Tennessee’s curtailment 
plan, while the thrust of Knoxville's com¬ 
plaint is directed toward the gas supply 
deficiency on the Tennessee Gas Pipe¬ 
line. which as noted above is the sub¬ 
ject of the investigation In Docket No. 
RP75-45. Additionally Tennessee points 
out that subsequent to the issuance of our 
December 24, 1974, order In Docket No. 
RP75-45, Knoxville filed a motion with 
the Commission rcqeustlng that it com- 
the Commission requesting that its com- 
solldated with the aforementioned In¬ 
vestigation because the issues involved 
in the two proceedings were 'identical.'* 
On March 6. 1975, Knoxville' filed a 
motion with the Commission requesting 
its complaint, filed in Docket No. RP75- 
43, be dismissed without prejudice. In 


1 Motion of KnoxvUle Utilities Board, et al.. 
And Tennessee Public Service Commission to 
dismiss without prejudice the complaint filed 
In Docket No. RP7543. (footnote omitted). 
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support of Its motion Knoxville states 
that: “the relief sought by the CwnmLi- 
ai^n In its investigation in Docket No. 
RP75-45 is identical to the relief sought 
by Knoxville in its complaint, and that 
there is no need for a duplication of hear¬ 
ings relating to the same subject matter ” 
Wc agree, upon review, of Knoxville's fil¬ 
ing we find ourselves in agreement with 
Tennessee that the complaint Is directed 
toward the cause or causes of the supply 
deficiency of the Tennessee Gas Pipe¬ 
line system, and does not go to the imple¬ 
mentation of Tennessee’s curtailment 
plan which is the central issue In these 
consolidated proceedings. Accordingly, 
we shall grant Tennessee’s motion to 
sever Knoxville’s complaint filed In 
Docket No. RP75-43. from these con¬ 
solidated proceedings and dismiss same. 

Our order of February 14. 1975. In the 
instant proceeding was designated in 
Docket Nos. RP74-24. et nL. our refer¬ 
ence to that docket was solely for the 
purpose of denying GM’s petition to re¬ 
open the proceedings In Docket No. 
RP74-24. Since the Instant proceeding 
was initiated by the filing of Con Ed’s 
complaint in Docket No. RP75-3S on No¬ 
vember 19. 1974, and since continued use 
of the RP74—24. et al.. designation may 
lead to confusion, particularly In the 
maintenance of separate and distinct rec¬ 
ords. wc shall redesignate the proceeding. 
Henceforth the instant proceeding will 
be designated RP75-3S. ct al. 

On February 12. 1975. Berkshire Gas 
Company < Berkshire >. filed in Docket 
No. RP75-64. a complaint against Ten¬ 
nessee. Berkshire alleges that Tennessee 
has arbitrarily refused to correct an ob¬ 
vious, good faith error made by Berk¬ 
shire in its reporting of end use data to 
be used in the implementation of Ten¬ 
nessee’s curtailment plan. Berkshire con¬ 
tends that it erroneously interpreted the 
Inclusion of firm industrial sales up to 
300 Mcf per day in Priority 2 and also a 
300 Mcf per day limitation on the vol¬ 
umes of process needs that could be in¬ 
cluded in this category. As a result of this 
error. Berkshire claims that an annual 
volume of 545.431 Mcf was listed in Pri¬ 
ority 3 rather than Priority 2. Further, 
Berkshire argues that Tennessee has 
prime responsibility lor compiling accu¬ 
rate end use data to implement its cur¬ 
tailment plan, and thus, by refusing to 
correct the error, subjects Berkshire to 
unjust and unreasonable treatment. We 
believe that Berkshire’s complaint in¬ 
volves not only the issue of whetiier or 
not Berkshire has been aggrieved by Ten¬ 
nessee's refusal to reclassify the allegedly 
misplaced volumes but also what respon¬ 
sibility a pipeline has to mi in tain ac¬ 
curate end use data, and its obligation to 
correct the end use data upon sufficient 
proof of error. In our view. Berkshire’s 
complaint goes to the administration of 
Tennessee’s curtailment plan. We shall 
therefore consolidate Berkshire's com¬ 
plaint. Docket No. RP75-64. with the pro¬ 
ceedings in Docket No. RP75-35. et al., 
and modify our order of February 14. 
1975. Docket Nos. RP74-24, et al.. to in¬ 
clude therein procedures to accommo¬ 
date the proceedings consolidated by this 
order. 


The Commission finds. (1) Good cause 
exists to grant Tennessee’s motion to 
sever Knoxville’s complaint, filed In Doc¬ 
ket No. RP75-43. from the consolidated 
proceedings in Docket Nos. RP75-35. 
et al., and dismiss same. 

(2) Berkshire Gas Company’s com¬ 
plaint. filed in RP75-64, contains ques¬ 
tions of law and fact in common with the 
proceedings In Docket Nos. RP75-35, 
et al.. as such, good cause exists to con¬ 
solidate those proceedings and to set the 
consolidated proceedings for formal 
hearings. 

(3) The instant proceedings should 
henceforth be designated as RP75-35. 
et al. 

The Commission orders. (A) Tennes¬ 
see Gas Pipeline’s motion to sever Knox¬ 
ville’s complaint, from the consolidated 
proceedings in Docket Nos. RP74-24. 
et al.. is hereby granted. 

<B> Berkshire Gas Company's com¬ 
plaint, filed In Docket No. RP75-64. Is 
hereby consolidated for hearing and de¬ 
cision with the proceedings in Docket 
Nos. RP75-35. ct al. 

(C) Berkshire shall file and serve its 
evidence in support of its complaint on 
all parties including Commission staff at 
the start of the hearing on March 25, 
1975. 

CD) The instant proceeding Is hereby 
redesignated as Docket No. RP75-35. 
et al. 

By the Commission. 

Issued: March 14. 1975. 

iscALl Mary B. Kidd, 

Acting Secretary. 

I PR Doc.75-7373 Plied 3-20-75;8:45 am) 


(Docket No. CP73 254| 

TRANSCONTINENTAL GAS PIPE LINE 
CORP. AND TEXAS EASTERN TRANS¬ 
MISSION CORP. 

Application 

March 14. 1975. 

Take notice that on March 3. 1975. 
Transcontinental Gas Pipe Line Corpo¬ 
ration (Transco), P.O. Box 1396. Hous¬ 
ton. Texas 77001. and Texas Eastern 
Transmission Corporation (Texas East¬ 
ern). P.O. Box 2521, Houston. Texas 
77001. filed in Docket No. CP75-254 an 
application pursuant to section 7(c) of 
the Natural Gas Act for a certificate of 
public convenience and necessity au¬ 
thorizing the operation of facilities for 
the exchange of natural gas, on a Btu 
basis, all as more fully set forth In the 
application which is on file with the 
Commission and open to public inspec¬ 
tion. 

Applicants propose that from April 16, 
1975, through November 15. 1975, 

Transco will deliver to Texas Eastern at 
presently authorised points of exchange 
with Texas Eastern in the Pennsylvania- 
New Jersey-New York area, up to 60.000 
Mcf of gas per day which is equivalent 
to gas to be injected into storage by 
Texas Gas Transmission Corporation 
(Texas Gas) for Transco. Texas Eastern 


proposes to return such quantities to 
Transco by concurrently delivering same, 
or effectuating deliveries of same, to 
Texas Oas for the account of Transco at 
the authorized interconnection between 
the systems of Texas Eastern and Texas 
Gas at Lebanon, Ohio. Applicants state 
that the quantity of gas delivered to 
Texas Gas for the account of Transco 
will be balanced with the quantity of 
gas delivered to Texas Eastern by 
Transco on a Btu basis. 

Applicants state that the purpose of 
their proposed exchange is to assist in 
effectu&Ung a temporary underground 
storage arrangement between Transco 
and Texas Gas. 1 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before April 7. 
1975. file with the Federal Power Com¬ 
mission. Washington. D.C. 20426. a peti¬ 
tion to intervene or a protest in accord¬ 
ance with the requirements of the Com¬ 
mission’s rules of practice and procedure 
(18 CFR 1.8 or 1.10) and the regulations 
under the Natural Gas Act (18 CFR 157.- 
10). All protests filed with the Commis¬ 
sion will be considered by it in determin¬ 
ing the appropriate action to be taken 
but will not serve to make the protestants 
parties to the proceeding. Any person 
wishing to become a party to a proceed¬ 
ing or to participate as a party in any 
hearing therein must file a petition to 
intervene in accordance with the Com¬ 
mission's rules. 

Take further notice that, pursuant to 
the authority contained In and subject 
to the Jurisdiction conferred upon the 
Federal Power Commission by sections 7 
and 15 of the Natural Oas Act and the 
Commission's rules of practice and proce¬ 
dure. a hearing will be held without fur¬ 
ther notice before the Commission on this 
application If no petition to Intervene is 
filed within the time required herein, if 
the Commission on its own review of the 
matter finds that a grant of the certifi¬ 
cate is required by the public convenience 
and necessity. If a petition Cor leave to 
intervene is timely filed, or if the Com¬ 
mission on Its own motion believes that a 
formal hearing is required, further no¬ 
tice of such hearing will be duly given. 

Under the procedure herein provided 
far, unless otherwise advised. It will be 
unnecessary for Applicants to appear or 
be represented at the hearing. 

Kcnvsth P. Plumb. 

Secretary. 

| PR Doc.75-7374 FUed 3-20-75:8:45 am) 


(Docket No, RP74-30; RF74 83J 

UNITED GAS PIPE LINE CO. 
Further Extension of Procedural Dates 
March 14. 1975. 

On March 4.1975. United Gas Pipe Line 
Company filed a motion to extend the 
procedural dates fixed by order issued 


‘ Routed to said storage arrangement ap¬ 
plications were filed by Transco on March 3. 
1075, in Dock at No. CP75-263 and by Texas 
Gas on February 27. 1975, In Docket No. 
CP75-246. 
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May 16. 1974, as most recently modified 
by notice issued November 21, 1974, in 
the above-designated matter. The motion 
states that the parties have been notified 
and have no objection. 

Upon consideration, notice is hereby 
given that the procedural dates in the 
above matter are modified as follows: 

Service of st&fTa testimony on unsettled 
issues in Rp74-20, April 15. 1975. 

Service of lntcrvenor'a testimony on un¬ 
settled Issues in both dockets. April 29, 1975. 

Servloe of company rebuttal. May 13. 1975. 

Hearing. May 27. 1975 (10 a m. B.D.T.). 

By direction of the Commission. 

Kenneth P. Plumb. 

Secretary . 

.[FR Doc.75-7375 Filed 5-20-75,8:45 am| 

GENERAL ACCOUNTING OFFICE 

REGULATORY REPORTS REVIEW 
Notke of Receipt of Report Proposals 

The following requests for clearance of 
reports intended for use in collecting in¬ 
formation from the public were received 
by the Regulatory Reports Review Staff. 
GAO. on March 13. 1975. See 44 UB.C. 
3512 <c> It <d>. The purpose of pub¬ 
lishing this list in the Federal Register 
Is to inform the public of such receipt. 

The list Includes the title of each re¬ 
quest received; the name of the agency 
sponsoring the proposed collection of in¬ 
formation; the agency form number, if 
applicable; and the frequency with which 
the information is proposed to be col¬ 
lected. 

Written comments on the proposed 
PEA forms are Invited from all Inter¬ 
ested persons, organizations, public In¬ 
terest groups, and affected businesses. 
Because of the limited amount of time 
GAO has to review the proposed form, 
comments must be received on or before 
April 8, 1975, and should be addressed 
to Mr. Monte Canfield. Jr.. Director. Of¬ 
fice of Special Programs. United States 
General Accounting Office. 425 I Street, 
NW.. Washington. D.C. 20548. 

Further information about the items 
on this list may be obtained from the 
Regulatory Reports Review Officer. 202- 
376-5425. 

Federal Energy Administration 

The Federal Energy Administration re¬ 
quests clearance of the Monthly Cost 
Allocation Report. FEO-96. This form. 
In use since February 1974. obtains in¬ 
formation on the refiner’s domestic and 
foreign crude petroleum and petroleum 
product’s cost and adjustments to 
May 15. 1975. selling price for covered 
products. The number of respondents is 
approximately 140. The compliance 
burden is estimated at 16 man-hours 
per monthly report. 

Requests for clearance of FEA P108- 
M-O, Wholesale Purchaser-Reseller’s 
Certification of Distribution to Purchas¬ 
ers for Uses Under an Allocation Level 
not 8ubject to an Allocation Fraction. 
This form is to be filed by wholesale 
purchasers resellers to verify that prod¬ 
ucts delivered to them for uses not sub¬ 


ject to an allocation fraction were so 
used. The form will be filed on a monthly 
or quarterly basis depending on the base 
period for the product. Respondents are 
expected to number a maximum of 
20.000. Average response time is esti¬ 
mated to be one hour per response. 

Norman F. Heyl, 

Regulatory Report * 

Review Officer . 

| FR Doe. 75-7483 Filed 3-20-75:8:46 am| 

INTERNATIONAL TRADE 
COMMISSION 

1337-311 

ELECTRONIC PIANOS 
Findings and Recommendation 

On March 6,1972. The Wurlitzer Com¬ 
pany of Chicago. Illinois, filed a com¬ 
plaint *as supplemented' under section 
337 of the Tariff Act of 1930 <19 UB.C. 
1337) alleging unfair methods of com¬ 
petition and unfair acts in the importa¬ 
tion and sale of C1 > Electronic pianos 
allegedly covered by the claim(s) In UJS. 
Patents No. 3.038.363; 2.942.512; and 
2.949.053: and (2) reeds for electronic 
pianos allegedly covered by the daitnCa) 
in U.S. Patent No. 3.154,997. Complainant 
Is the owner of these patents. 

The Commission conducted a pre¬ 
liminary inquiry with respect to the 
matters alleged in said complaint pur¬ 
suant to 1 203.3 of the Commission's 
rules of practice and procedure <19 CFR 
203.3) and. on September 22. 1972, pur¬ 
suant to f 203.4 of the Commission’s rules 
of practice and procedure (19 CFR 233.4), 
ordered that an investigation (No. 337- 
31) be instituted with respect to the al¬ 
leged violations in the Importation and 
sale In the United States of certain 
electronic pianos. Public hearings were 
held in connection with this investiga¬ 
tion on January 30-31. 1973, March 29. 
1973. and August 15. 1974. pursuant to 
$ 2035 of the Commiss ion's rules of prac¬ 
tice and procedure (19 CFR 203.5). 

Upon completion of its investigation, 
the Commission (Commissioners Leonard 
and Mlnchew dissenting) finds unfair 
methods of competition and unfair acts 
in the unlicensed Importation and sale of 
certain electronic pianos by reason of 
their being made in accordance with the 
cialm(s) of U.S. Patent No. 3.038.363. 
the effect or tendency of which is to sub¬ 
stantially injure an industry, efficiently 
and economically operated, in the United 
States. 

The Commission does not find unfair 
methods of competition or unfair acts 
in the importation into the United States, 
or in the sale by the owner, importer, 
consignee, or agent of either, of (1) 
Electronic pianos allegedly made in ac¬ 
cordance with the clalm(s) in U.8. 
Patent No. 2,942.512; (2) electronic 

pianos allegedly made in accordance with 
the clalm(s) in U.S. Patent No. 2.949,053: 
or (3) reeds for electronic pianos al¬ 
legedly made in accordance with the 
daim(s) in UB. Patent No. 3,154.997. 
the effect or tendency of which is to 


substantially injure an industry, ef¬ 
ficiently and economically operated. In 
the United States. 

The Commission (Commissioners 
Moore and Ablondi dissenting 1 ) recom¬ 
mends that the President not issue an 
exclusion order to forbid entry Into the 
United 8tates of electronic pianos 
covered by the claim (s) in UB. Patent 
No. 3.038563. 

Under the statute (19 UB.C. 1337(c)) 
a rehearing before the Commission may 
be requested. In accordance with § 201.14 
of the Commis sion’s rules of practice and 
procedure (19 CFR 201.14) a motion for 
a rehearing may be granted for good 
cause shown Any such motion for a re¬ 
hearing must be in writing and filed with 
the Secretary of the US. International 
Trade Commission. 8th and E Streets 
NW.. Washington. D.C. 20436. within 
fourteen (14) days after publication of 
this notice. The motion must state clearly 
the grounds which are relied upon for 
the granting of a rehearing and must bo 
accompanied by nineteen (19) true 
copies. 

By order of the Commission. 

Issued: March 17,1975. 

Kenneth R. Mason. 

Secretary . 

[FR Doc.75-7379 Filed 3-20-75:8:45 Am] 

NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

(Notice (76-22)| 

NASA RESEARCH AND TECHNOLOGY AD¬ 
VISORY COUNCIL. COMMITTEE ON EN¬ 
ERGY TECHNOLOGY AND SPACE PRO¬ 
PULSION 

Notice of Meeting 

The NASA Research and Technology 
Advisory Council Committee on Energy 
Terhnology and Space Propulsion will 
meet April 10-11. 1975. at NASA Head¬ 
quarters, COO Independence Avenue SW„ 
Washington. DC. The meeting will be 
held in Room 625. Members of the pub¬ 
lic will be admitted on a first-come, first- 
served basis, up to the seating capacity 
of the room which Is about 40 persons. 
All visitors must register at the recep¬ 
tion desk in Room 625. 

The NASA Research and Technology 
Advisory Council Committee on Energy 
Technology and Space Propulsion serves 
in an advisory capacity only. The Chair¬ 
man Is Dr. Beno Sternlicht. and there 
arc 11 members. The following list sets 
forth the approved agenda and schedule 
for the April 10-11, 1975. meeting of the 
Committee on Energy Technology and 
Space Propulsion. For further informa¬ 
tion, please contact Mr. R. D. Gintor. 


* Commissioners Moore and Ablondi recom¬ 
mend that. In accordance with subsection (e) 
of section 337, the President Issue an exclu- 
aion order to forbid entry Into the United 
States of electronic pianos covered by the 
claim (a) in US. Patent No. 3.038.363. until 
expiration of the patent, except where the 
Importation Is under license of the owner 
of U8. Patent No. 3.038563. 
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Area Code 202. 755-0475. or Mr. W. H. 
Woodward. Area Code 202, 755-3200. 

Ant ii. 10. 1076 


Time Topic 

8:30 *jn~. Report of working groups. 


(Purpose: Each of the 
four working groups 
listed below will present 
findings and recom¬ 
mendations for discus¬ 
sion and approval by the 
Committee: <1) Space 

power and propulsion. 
(2) II ASA's terrestrial 
energy capabilities, (3) 
potential Joint industry/ 
NASA terrestrial energy 
projects, and (4) NASA 
surface propulsion tech¬ 
nology capabilities.) 


1 p tw _ T _ Continuation of working 

group discussions. 

ArniL 11, 1076 

8.30 a.m.. Discussion of overall Com¬ 
mittee recommendations 
and work assignments. 

1 p.m_— Continuation of above dis¬ 

cussion. 

3 pm... Adjourn. 


Makch 17. 1975. 

Dvward L. Crow, 
Assistant Administrator for 
DOD and Interagency Affairs. 
National Aeronautics and 
Space Administration . 

I PR Doc.75-7413 Filed 3-20-76:8:46 am) 

NUCLEAR REGULATORY 
COMMISSION 

BARNWELL NUCLEAR FUEL PLANT 

Establishment of Interim Amount of 

Financial Protection and Indemnity Fee 

On December 19, 1974, the Atomic En¬ 
ergy Commission published In the Fed¬ 
eral Register <39 FR 43867) a proposed 
rule to establish the interim amount of 
financial protection and interim indem¬ 
nity fee for the Barnwell Nuclear Fuel 
Plant <BNFP * presently under construc¬ 
tion by Allied-General Nuclear Services 
(AGN8) In Barnwell, South Carolina. 
The Atomic Energy Commission issued a 
construction permit to AGN8 for the con¬ 
struction of the Barnwell reprocessing 
facility in December 1970. Financial pro¬ 
tection and Indemnity fee amounts are 
established on an interim basis pending 
establishment in a later rule making of 
permanent levels of financial protection 
and indemnity fees for all reprocessing 
plants. 

On October 11, 1974 the Energy Re¬ 
organization Act of 1974 1 was enacted 
into law. This Act abolished the Atomic 
Energy Commission and. by section 201 
established the Nuclear Regulatory Com¬ 
mission and transferred to that Commis¬ 
sion all of the licensing and related reg¬ 
ulatory functions of the Atomic Energy 
Commission. In addition, section 301 of 
the Energy Reorganization Act provided 
that any proceedings pending before the 
AEC at the time of 11s abolition shall, to 
the extent that such proceedings relate 


»Pub. I*. 93-438 (88 8Ut 1233). 


to functions transferred by the Act, be 
continued. 

Interested persons were invited to sub¬ 
mit written comments and suggestions 
in connection with the proposed amend¬ 
ment by January 20. 1975. No comments 
w'ere received by either AEC or NRC; 
therefore the Nuclear Regulatory Com¬ 
mission has adopted the proposed 
amendment without any changes. 

Section 170 of the Atomic Energy Act 
of 1954. as amended, (‘’the Act”) re¬ 
quires Cl) Each license issued under sec¬ 
tion 104 for medical therapy and re¬ 
search and development reactors to have 
as a condition of the license a require¬ 
ment that the licensee have and main¬ 
tain financial protection of such type 
and In such amounts as the Commission 
shall require to cover public liability 
claims. <3> the licensee to execute and 
maintain an indemnification agreement 
with the Commission and <3) the Com¬ 
mission to collect a fee from each liceasee 
with whom an indemnification agree¬ 
ment is executed. 

Subsection 170b. of the Act provides 
that the amount of financial protection 
required of such licensees shall be equal 
to the maximum amount of nuclear lia¬ 
bility insurance available from private 
sources except that the Commission may 
establish a lesser amount on the basis 
of written criteria, taking Into consid¬ 
eration such factors as <1) The cost and 
terms of private Insurance; <2) the type, 
size, and location of the licensed activity 
and other factors pertaining to the haz¬ 
ard; and (3) the nature and purpose of 
the licensed activity. 

The annual indemnity fee set by sub¬ 
section 170f. of the Act is $30 per thou¬ 
sand kilowatts of thermal energy capac¬ 
ity for commercial facilities licensed 
under section 103. However, for facili¬ 
ties licensed under section 104, and for 
construction permits issued under sec¬ 
tion 185, the Commission Is authorized 
to reduce this fee. The Commission is 
directed to establish written criteria for 
determination of the fee, taking into 
consideration such factors as <1) The 
type, size, and location of the facility 
involved, and other factors pertaining to 
the hazard, and (?) the nature and pur¬ 
pose of the facility. 

The Commission’s regulations in 10 
CFR Part 140 prescribe criteria for de¬ 
termining the amounts of financial pro¬ 
tection and indemnity fees with specific 
reference to reactors. No similar criteria 
have been adopted for other types of 
facilities, such as reprocessing plants. 
The Commission has previously estab¬ 
lished financial protection requirements 
for two fuel reprocessing facilities, the 
Nuclear Fuel Services, Inc., Reprocess¬ 
ing plant and the General Electric Com¬ 
pany’s Midwest Fuel Recovery Plant 
Financial protection requirements for 
both facilities were set by the Commis¬ 
sion at $5 million for the preoperational 
storage of fuel and $20 million for plant 
operations, with an annual Indemnity 
fee of $500 for storage only of fuel and 
$4,000 for plant operations. 

These financial protection require¬ 
ments were established on an interim 
basis since there was not sufficient ex¬ 


perience or data available to prescribe 
financial protection requirements for re¬ 
processing plants as a class. In arriving 
at the interim amounts, the Commission 
took into account, in addition to the spe¬ 
cific statutory criteria, the following con¬ 
siderations: (a) amount of liability in¬ 
surance carried by fabricators of cold 
fuel; <b) liability insurance limits car¬ 
ried by Anns engaged In hazardous op¬ 
erations in nonnuclear industries, i.e., 
chemicals and petroleum; and <c> the 
maximum amount of nuclear liability in¬ 
surance available (at that Ume, $60 
million). 

The Commission recognizes that there 
is an ongoing licensing proceeding with 
respect to the Barnwell Nuclear Fuel 
Plant pending before nn Atomic Safety 
and Licensing Board. No license will be 
issued except in accordance with appli¬ 
cable Commission regulations. This rule 
merely provides the basis for financial 
protection requirements in the event 
that a license should be issued. 

As a production facility, the Barnwell 
plant cannot be licensed to receive fuel 
assemblies unless Allicd-Oeneral Nuclear 
Services provides financial protection to 
protect against public liability arising 
out of or resulting from a nuclear inci¬ 
dent. Pending establishment in a rule 
making proceeding of financial protec¬ 
tion and indemnity fee requirements for 
reprocessing facilities as a class, notice Is 
hereby given that the Commission has 
established Interim financial protection 
requirements of $5 million for fuel stor¬ 
age with an annual indemnity fee of $500 
at the Barnwell plant Rule making pro¬ 
ceedings on permanent levels of financial 
protection to b© required for all reproc¬ 
essing plants should be completed by the 
time the construction of the plant is 
completed. 

Pursuant to the Atomic Energy Act of 
1954, as amended, the Energy Reorgani¬ 
zation Act of 1974, and sections 552 and 
553 of title 5 of the United States Code, 
the interim level of financial protection 
and the annual Indemnity fee, set forth 
above, are established for the Barnwell 
facility. 

Effective date. The foregoing rule be¬ 
comes effective on April 20. 1975. 

(Sec. 161. Pub. L 83-703. 68 StM. 948 <42 
VS.C. 2201); *ec 170, Pub. L. 85 266. 71 Stat. 
676 (42 U.S.C. 2210): secs. 201. 301, Pub L. 
98-438, 88 SUt. 1342, 1248) 

Dated at Bcthcsda, Maryland this 14th 
day of March, 1975. 

For the Nuclear Regulatory Commis¬ 
sion. 

Lee V. Oossick, 
Acting Executive Director 
for Operations. 

|PR Doc.75-7349 Filed 3-20-75:8:46 Am) 


| Docket No. 50-380) 

FLORIDA POWER AND LIGHT CO. (ST. 
LUCIE NUCLEAR POWER PLANT, UNIT 2) 

Assignment of Atomic Safety and Licensing 
Appeal Board 

Notice is hereby given that, in ac cord- 
ance with the authority in 10 CFR 2.787 
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(a). the Chairman of the Atomic Safety 
and Licensing Appeal Panel has assigned 
the following pane) members to serve 
as the Atomic Safety and Licensing Ap¬ 
peal Board for this proceeding: 

Michael C. Parr ax. Chairman 
Dr. W. Reed John ton. Member 
Richard 5. S&lzm&n. Member 

Dated: March 14.1975. 

Margaret E. Du Flo. 
Secretary to the Appeal Board . 
(PR Doc. 75-7360 Piled 3-20-75;8:45 *m| 


(Docket No. 50 2*51 

OMAHA PUBLIC POWER DISTRICT 

Proposed Issuance of Amendment to 
Facility Operating License 

The Nuclear Regulatory Commission 
(the Commission) is considering the 
issuance of an amendment to Facility 
Operating License No. DPRr-40 issued to 
Omaha Public Power District (the licen¬ 
see) for operation of Fort Calhoun Sta¬ 
tion. Unit 1. a pressurized water reactor 
located in Washington County. Nebraska, 
and currently authorized for operation 
at power levels up to 1420 Mwt. 

The amendment would revise provi¬ 
sions in the Technical Specifications in 
accordance with the licensee’s applica¬ 
tions for license amendments dated Feb¬ 
ruary 3.1975. March 3.1975. and March 7. 
1935. The amendment would modify 
operating limits in the Technical Speci¬ 
fications based upon an evaluation of 
ECCS performance calculated In accord¬ 
ance with an acceptable evaluation model 
that conforms to the requirements of the 
Commission’s regulations in 10 CFR Part 
50.8 60.46. The amendment would modify 
various limits established in accordance 
with the Commission’s Interim Accept¬ 
ance Criteria, and would, with respect 
to Fort Calhoun Station. Unit 1. termi¬ 
nate the further restrictions imposed by 
the Commission’s December 27. 1974, Or¬ 
der For Modification of License, and 
would Impose Instead, limitations estab¬ 
lished in accordance with the Commis¬ 
sion's Acceptance Criteria for Emergency 
Core Cooling Systems for Li ght W ater 
Nuclear Power Reactors. 10 CFR Part 
50. 8 50.46. 

The applicant also requested modifica¬ 
tions of those provisions of the Technical 
Specifications which relate to installed 
filter systems and modification of certain 
operating limits and instrument set 
points to reflect the results of the 
licensee’s cycle 2 core performance 
analysis. 

Prior to Issuance of the proposed 
license amendment, the Commission will 
have made the findings required by the 
Atomic Energy Act of 1951, as amended 
(the Act), and the Commission's regula¬ 
tions. 

By April 21. 1975, the licensee may file 
a request for a hearing and any person 
whose interest may be affected by this 
proceeding may file a request for a hear¬ 
ing in the form of a petition for leave to 
intervene with respect to the Issuance of 
the amendment to the subject facility 


operating license. Petitions for leave to 
Intervene must be filed under oath or 
affirmation in accordance with the provi¬ 
sions of 8 2.714 of 10 CFR Part 2 of the 
Commission's regulations. A petition for 
leave to Intervene must set forth the 
interest of the petitioner in the proceed¬ 
ing, how that interest may be affected 
by the results of the proceeding, and 
the petitioner's contentions with re¬ 
spect to the proposed licensing action. 
Such petitions must be filed in ac¬ 
cordance with the provisions of this 
Federal Register notice and 8 2.714. and 
must be filed with the Secretary of the 
Commission. U 8. Nuclear Regulatory 
Commission. Washington. DC. 20555. 
Attention: Docketing and Service Sec¬ 
tion. by the above date. A copy of the 
petition and/or request for a hearing 
should be sent to the Executive Legal 
Director. U.S. Nuclear Regulatory Com¬ 
mission, Washington. D.C. 20555. and to 
Hope Babcock. Esquire, LeBoef. Lamb, 
Leiby & MacRac. 1757 N. Street. NW., 
Washington. D.C. 20036. the attorney for 
the licensee. 

A petition for leave to Intervene must 
be accompanied by a supporting affidavit 
which identifies the specific aspect or 
aspects of the proceeding as to which in¬ 
tervention is desired and specifies with 
particularity the ;acte on which the peti¬ 
tioner relies as to both his Interest and 
his contentions with regard to each 
aspect on which intervention Is re¬ 
quested. Petitions stating contentions 
relating only to matters outside the Com¬ 
mission's Jurisdiction will be denied. 

All petitions will be acted upon by the 
Commission or licensing board, desig¬ 
nated by the Commision or by the Chair¬ 
man of the Atomic Safety and Licensing 
Board Panel. Timely petitions will be 
considered to determine whether a hear¬ 
ing should be noticed or another appro¬ 
priate order Issued regarding the dis¬ 
position of the petitions. 

In the event that a hearing is held 
and a person is permitted to intervene, 
he becomes a part to the proceeding and 
has a right to participate fully in the con¬ 
duct of the hearing. For example, he may 
present evidence and examine and cross- 
examine witnesses. 

For further details with respect to tills 
action, see (1) the applications for 
Amendments dated February 3. 1975, 
March 3. 1975. and March 7. 1975. and 
(2) The Commission’s Order for Modifi¬ 
cation of License and the documents re¬ 
ferred to In the Order dated December 
27. 1974. (published in the Federal Reg¬ 
ister on January 9. 1975 MO FR 1772), 
which are available for public Inspection 
at the Commission's Public Document 
Room 1717 H Street. NW., Washington. 
D.C. and at the Blair Public Library. 
1665 Lincoln Street, Blair. Nebraska. As 
they become available, the Commission’s 
related Safety Evaluation and license 
amendment and any attachments may 
be inspected at the above locations. A 
copy of the license amendment and at¬ 
tachments and the Safety Evaluation, 
when available, may be obtained upon 
request addressed to the UJ3. Nuclear 


Regulatory Commission, Washington. 
D.C. 20555. Attention: Director. Division 
of Reactor Licensing. 

Dated at Bethesda. Maryland this 18th 
day of March, 1975. 


For the Nuclear Regulatory Commis¬ 
sion. 


George Lear, 

Chief, Operating Rcactori 
Branch No, 3. Divison of Re¬ 
actor Licensing. 


|PR Doc 75-7571 Piled $-20-75;8:45 mm| 


(Docket Noe. STN 50-522, 3TN 50-523J 

PUGET SOUND POWER AND UGHT CO.. 

ET AL. 

Determination of Date for Filing 
Contentions 

In the matter of Puget Sound Power 
and Light Company. Pacific Power and 
Light Company, the Washington Water 
Power Company, Idaho Power Company, 
and Washington Public Power Supply 
System (Skagit Nuclear Power Project. 
Units 1 and 2). 

On February 26. 1975. Puget Sound 
Power and Light Company ( Applicant) 
filed a motion for an order to designate 
the date on or before which Skagitonians 
Concerned About Nuclear Plante 
(8CANP or Intervenor) must file conten¬ 
tions on matters covered by the complete 
Preliminary Safety Analysis Report 
(PSAR) filed by Applicant and served 
upon SCANP on January 23. 1975. Pre¬ 
viously SCANP had filed contentions 
with respect to site suitability. 

The Regulatory Staff in its response 
filed March 13. 1975, to the Applicant's 
aforesaid motion reported the results of 
its endeavors to achieve a stipulation 
with the parties respecting the motion 
and stated that all parties agreed that 
SCANP may file its contentions on the 
PSAR on or before the first prehearing 
conference scheduled for April 15, 1975. 
The Staff suggested that the order in this 
regard be published in the Federal 
Register in order to give adequate pub¬ 
lic notice, in addition to the mailing of 
copies of the order to the parties and to 
those requesting copies. 

The Atomic Safety and Licensing 
Board finds good cause to accept the stip¬ 
ulation achieved through the endeavors 
initiated by the Regulatory Staff and also 
to accept the suggestion for publication 
in the Federal Register. 

Wherefore . it is ordered, pursuant to 
the Atomic Energy Act. as amended, and 
the rules of practice of the commission.' 
the motion of Applicant is granted to the 
extent that the date of April 15. 1975 Is 
designated as the date on or before which 
Skagitonians Concerned About Nuclear 
Plante shall file its contentions respect¬ 
ing the Preliminary Safety Analysis Re¬ 
port filed by Applicant and served on 
January 23, 1975 upon the attorney for 
SCANP. 


•The Nuclear Regulatory Commission U 
the nuclear power licensing and regulatory 
organlrjition successor to the Atomic Energy 
Commission by virtue of legislation ease tod 
by the Congress, by Pub. L. 93-435. 
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Issued: March 17, 1975, Bethesda, 
Maryland. 

Atomic Safety and Licens¬ 
ing Board, 

Samuel W. JrwscH. 

Chairman. 

|FR Doc.75-7351 Filed 9-30-75:8:45 axn| 

OFFICE OF MANAGEMENT AND 
BUDGET 

CLEARANCE OF REPORTS 
List of Requests 

The following is a list of requests for 
clearance of reports intended for use In 
collecting information from the public 
received by the Office of Management 
and Budget on March 18, 1975 (44 U-S.C. 
3509). The purpose of publishing this list 
in the Federal Register is to inform the 
public. 

The list includes the title of each re¬ 
quest received; the name of the agency 
sponsoring the proposed collection of in¬ 
formation; the agency form number (s) # 
if applicable; the frequency with which 
the information is proposed to be col¬ 
lected; the name of the reviewer or re¬ 
viewing division within OMB, and an in¬ 
dication of who will be the respondents 
to the proposed collection. 

The symbol <X> identifies proposal* 
which appear to raise no significant is¬ 
sues. and are to be approved after brief 
notice through this release. 

Further information about the items 
on this daily list may be obtained from 
the Clearance Office, Office of Manage¬ 
ment and Budget. Washington. D.C. 
20503 (202-395-4529). or from the re¬ 
viewer listed. 

New Poum 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmoapherlc Adminis¬ 
tration. Cedar Key Sport Flailing Survey 
Questionnaire*!, single-time. saltwater 
fishermen at Cedar Key. Fla., Planchon. P., 
395 3898 

DEPARTMENT OF HEALTH, EDUCATION, AND 
WELFARE 

Office of the Secretary: 

Evaluation Activity Reporting System. OS- 
12-75, on occasion, organizations, agen¬ 
cies performing evaluations. Human Re¬ 
sources Division. 395-3532. 

Interview Instruments for Assessing State, 
Capability To DeUver Children's Services. 
OS-14-75, single-time. State government 
agencies. Human Resources Division, 396- 
3532. 

DEPARTMENT OF HOUSING AND URJtAN DEVELOP¬ 
MENT 

Policy Development and Research, Urban 
Economic Analysis and Planning 8urvey. 
single-time, cities and suburban counties 
over 160.000, Community and Veterans 
Affairs Division, 305-3533. 

DEPARTMENT OF LABOR 

Bureau of International Labor Affairs, Peti¬ 
tion for Adjustment Assistance, ILAB 20, 
on occasion, groups of workers, Lowry, 
R. U 395-3772. 


Revisions 

ENVIRONMENTAL PROTECTION AGENCY 

National Emissions Data 8ystem (NEDS) In¬ 
put Data Forms, EPA 219-220, semiannu¬ 
al ly. State air pollution control agencies, 
Natural Resources Division, 395-8827. 

DEPARTMENT OF AGRICULTURE 

Statistical Reporting Service, Cotton In¬ 
quiries, other (see SF-83), cotton produ¬ 
cers, Lowry, R. L., 395-3772. 

Extensions 

DEPARTMENT OF DEFENSE 

Departmental and Other, Application for U-8. 
Government Blll(a) of Lading/Export Traf¬ 
fic. Release, on occasion. DOD contractors, 
Lowry. R L.. 395-3772. 

DEPARTMENT OF HEALTH, EDUCATION. 

AND WELFARE 

Office of Education: 

Report on Current Upward Bound Student, 
OE-1198, on occasion, upward bound 
project directors, Lowry, R. L, 395-3772. 
Report on Former Upward Bound Student, 
Oh 1197, on occasion, upward bound 
project directors, Lowry. R. L. 805-3772 

DEPARTMENT OP THE INTERIOR 

Bureau of Mines: 

Placcr-Mlne Production of Gold, Silver and 
Plattnum. 6-U76-A, annually, Evlnger, 
8. K.. 305-3648 

Fuel Consumed for all Purposes at Reffn- 
erics. 6-1335-A, annually. Evlnger, 8. K., 
395-3648. 

Mica Splittings (Consumption). 6-1250-A, 
annually, Evlnger. 8. K„ 395-3648. 
Titanium Materials (Consumption), 6- 
1133-A. annually. Evlnger, 8. K , 395- 
3648. 

Production of Tlmenlte and Rutile, 6-1135- 
A, annually. Evlnger. 8. K., 395-3848 
Capacity of Petroleum Refineries, 6-1334- 
A, annually. Evlnger. 8. K., 395-3648. 
Refinery Report, 6-130O-M, monthly, 
Evlnger, 8. K.. 395-3648. 

Pirrt.LiP D. Larsen. 
Budget and Management Officer. 

|FR Doc 75-7522 Plied 3-20-75:8.45 am| 

SECURITIES AND EXCHANGE 
COMMISSION 

170-6646) 

CONSOLIDATED NATURAL GAS CO. 

ET AL. 

Proposed Open Account Advances to Sub¬ 
sidiary Companies by Parent Company 
In Connection with Intrasystem Prepay¬ 
ment of Promissory Notes and Related 
Transactions 

March 14, 1975. 

Notice la hereby given that Consoli¬ 
dated Natural Gas Company (“Con¬ 
solidated”) 30 Rockefeller Plaza, New 
York, New York 10020, a registered hold¬ 
ing company, and its subsidiary com¬ 
panies. Consolidated Gas Supply Corpo¬ 
ration <“Oas Supply*’), The Eoat Ohio 
Gas Company (“East Ohio”), The Peo¬ 
ples Natural Gas Company (“Peoples”). 
and West Ohio Gas Company (“West 
Ohio”), have filed an application- 
declaration and an amendment thereto 


with this Commission pursuant to the 
Public Utility Holding Company Act of 
1935 (“Act”), designating sections 6(a), 
6(b>, 7. 9(a), 10. and 12(b) of the Act 
and Rule 45 promulgated thereunder as 
applicable to the proposed transactions. 
All interested persons ore referred to the 
application-declaration, which is sum¬ 
marized below, for a complete statement 
of the proposed transactions. 

It is stated that Consolidated's dis¬ 
tribution subsidiaries seasonally accu¬ 
mulate cash over and above current re¬ 
quirements because of their large winter 
heating business. Other subsidiaries, 
presently engaged in developing gas 
supply, have little or no operating cash 
flow and reguiarlv require capital financ¬ 
ing from Consolidated. Therefore. Con¬ 
solidated may be making short-term 
borrowings when distribution subsidi¬ 
aries are making temporary money 
market investments outside the Con¬ 
solidated System. It is stated that it 
would be advantageous to alleviate this 
situation, and (he present filing is 
designed to establish financing proce¬ 
dures that optimize the Internal utiliza¬ 
tion of excess ca*h funds accumulated 
within the System. 

It is proposed that the following sub¬ 
sidiaries make temporary prepayments 
on long-term notes held by Consolidated 
from excess cash funds, from time to 
time prior to December 31. 1975, not ex¬ 
ceeding at any time the aggregate 
amounts set forth below: 


Oxa Supply____ $10,000,000 

East Ohio Oas.-. 20. 000. 000 

People*___... 5.000.000 

West Ohio... 8. 500. 000 


Total . 38. 600. 000 


Consolidated estimates that the aggre¬ 
gate prepavment of $38,*00,000 Is the 
maximum that can be utilized for the 
temporary financing o f other subsidiaries 
in the System during 1975. 

The long-term notes temporarily pre¬ 
paid by on individual subsidiary will be 
tho*e bearing the highest interest rate 
outstanding nt the time of each prepay¬ 
ment. Interest on such notes will cease 
upon prepayment and start again upon 
reinstatement of the notes. 

A* funds arc thcreo/ter required by 
such subsidiary for corporate purposes, 
including construction. It is proposed 
that advances be made on o^en account 
to the subsidiary by Consolidated In an 
aggregate amount not to exceed the 
amount of long-term notes previously 
prepaid, less any current maturities ap¬ 
plicable to notes which have matured 
subsequent to the nrenaym^pt dates. 
The open account advances will bear in¬ 
terest at the same r n te or rates as borne 
by the equivalent principal amounts of 
the notes previously prepaid by such sub¬ 
sidiary during 1975, but In reverse order 
to that of the prepayments. Le.. from 
the lowest rate on the notes previously 
prepaid to the highest rate. Interest on 
the open account advances will com¬ 
mence on the date of the advance and 
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wlU become due on June 30. 1975. and 
December 31, 1975, and/or on the date 
such advances are repaid by the rein¬ 
statement of the prepaid notes. 

It Is proposed that open account ad¬ 
vances to a subsidiary be increased or 
decreased from time to time in accord¬ 
ance with variations In the cash flow of 
the subsidiary. However, at no time will 
the advances outstanding be in excess of 
the notes prepaid. At such time as the 
open account advances equal the aggre¬ 
gate amount of the rrepald notes, or in 
any event not later than December 31, 
1975. the notes prepaid by a subsidiary 
will be reinstated in repayment of the 
related outstanding open account ad¬ 
vances made to the subsidiary by Con¬ 
solidated. However. If the aggregate of 
the notes prepaid exceeds su^h advances 
at the end of 1975. Consolidated pro¬ 
poses to make cash repayment of the dif¬ 
ference in order to effect reinstatement 
of tho proposed notes In full. No financ¬ 
ing of any subsidiary which may be pres¬ 
ently or subsequently ruthorlred by this 
Commission in connection with the con¬ 
struction or gas stomgc programs of any 
such subsidiary will be consummated un¬ 
til such time os advances have been made 
In amount equal to the amount of notes 
prepaid. 

It is stated that th? proposed transac¬ 
tions will be beneflei * 1 to the System be¬ 
cause they will: (1) Permit subsidiary 
companies with excess ca h to prepay 
temporarily long-term notes held bv Con¬ 
solidated, with a resulting reduction in 
their interest expense; (2) make avail¬ 
able to Consolidated a temporary cash 
source for the financing of other com¬ 
panies within the Svstem; and (3) permit 
Consolidated, which obtains all external 
financing required by the System, to con¬ 
sequently defer or prepay fhort-term 
financing such as inventory loans with 
banks and commerri il paper borrowings 
for working capital. 

The expenses to be Incurred In connec¬ 
tion with the proposed transitions are 
estimated not to exceed $4,000. It Is 
stated that the Public Service Commis¬ 
sion of West Virginia has Jurisdiction 
over the prepayment and reactivation of 
the long-term notes and the short-term 
borrowings proposed by Supply Corpora¬ 
tion and that no other Stite commission 
and no Federal commission, other than 
this Commission, h^a jurisdiction over 
the proposed transactions. The nppll- 
cants-declarants request that authority 
be granted to file certificates under Rule 
24 reporting transactions consummated 
pursuant to this filing on a quarterly 
basis. 

Notice is further given that any inter¬ 
ested person may. not later than April 7, 
1975. request in writing that a hearing be 
held on such matter, stating the nature 
of his interest, the reasons for such re¬ 
quest, and the Issues of fact or law raised 
by the Qling which he d “sires to contro¬ 
vert; or he nmy request that he be noti¬ 
fied If the Commission should order a 
hearing thereon. Any such request should 
be addressed: Secretary. Securities and 
Exchange Commission, Washington, D.C. 
20549. A copy of such request should be 


served personally or by mail (air mall if 
the person being served Is located more 
tlian 500 miles from the point of mailing) 
upon the Applicants-declarants at the 
above-stated address, and proof of serv¬ 
ice (by affidavit or. in case of an attorney 
at law, by certificate) should be filed with 
the request. At any time after said date, 
the application-declaration, as filed or as 
it may be amended, may be granted and 
permitted to become effective as provided 
in Rule 23 of the general rules and regu¬ 
lations promulgated under the Act. or the 
Commission may grant exemption from 
such rules as provided In Rules 20(a) and 
100 thereof or take such other action as 
it may deem appropriate. Persons who 
request a hearing or advice as to whether 
a hearing Is ordered will receive notice of 
further developments In this matter. In¬ 
cluding the date of the hearing (If or¬ 
dered) and any postponements thereof. 

For the Commission, by the Division 
of Corporate Regulation, pursuant to del¬ 
egated authority. 

(seal] George A. Fitzsimmons, 

Secretary. 

(PR Doc.75-7415 Piled 3-20-75:8.45 am) 


(File No. 600-1) 

EQUITY FUNDING CORP. OF AMERICA 
Suspension of Trading 

March 17.1975. 

It appearing to the Securities and Ex¬ 
change Commission that the summary 
suspension of trading In the common 
stock, warrants to purchase the stock. 
954 percent debentures due 1990. 554 per¬ 
cent convertible subordinated debentures 
due 1991, and all other securities of 
Equity Funding Corporation of America 
being traded otherwise than on a na¬ 
tional securities exchange to required in 
the public interest and for the protection 
of investors: 

Therefore, pursuant to section 15(0 
(5) of the Securities Exchange Act of 
1934, trading in such securities otherwise 
than on a national securities exchange 
Is suspended, for the period from 
March 18. 1975 through March 27. 1975. 

By the Commission. 

[seal! George A. Fitzsimmons, 

Secretary. 

|PR Doc.76-7416 Filed 3-20-75;8:45 am] 


(FUo No. 500 1] 

INDUSTRIES INTERNATIONAL, INC. 

Suspension of Trading 

March 17. 1975. 

It appearing to the Securities and Ex¬ 
change Commission that the summary 
suspension of trading in the common 
stock of Industries International, Inc. 
being traded otherwise than on a na¬ 
tional securities exchange is required in 
the public interest and for the protection 
of Investors; 

Therefore, pursuant to section 15(c) 
(5) of the Securities Exchange Act of 
1934. trading In such securities otherwise 


than on a national securities exchange is 
suspended, for the period from March 18. 
1975 through March 27.1975. 

By the Commission. 

r seal 1 George A. Fitzsimmons. 

Secretary. 

[FR Doc.75-7417 Piled 3-30-75;8:45 iun| 


(Pile No. 500-1) 

KMS INDUSTRIES INC. 

Suspension of Trading 

March 14, 1975. 

It appearing to the Securities and Ex¬ 
change Commission that the summary 
suspension of trading in the common 
stock of KMS Industries Inc. being 
traded otherwise than on a national 
securities exchange is required in the 
public interest and for the protection of 
investors: 

Therefore, pursuant to section 15(c) 
(5) of the Securities Exchange Act of 
1934. trading in such securities otherwise 
than on a national securities exchange U 
suspended, for the period from 11 am. 
(e.s.t.> on March 14. 1975, through mid¬ 
night <e.s.t.) on March 23.1975. 

By the Commission. 

I seal] Shirley E. Hollis. 

Assistant Secretary . 

[FR Doc.76-7418 Filed 3-20-75;8:46 ami 


[PUe No. 600-1) 

WESTGATE CALIFORNIA CORP. 

Suspension of Trading 

March 17. 1975. 

It appearing to the Securities and Ex¬ 
change Commission that the summary 
suspension of trading in the common 
stock (class A and B>. the cumulative 
preferred stock (5 percent and 6 per¬ 
cent) , the 6 percent subordinated deben¬ 
tures duo 1979 and the 654 percent con¬ 
vertible subordinated debentures due 
1987 being traded otherwise than on a 
national securities exchange is required 
In the public interest and for the pro¬ 
tection of investors; 

Therefore, pursuant to section 15(c) 
(5) of the Securities Exchange Act of 
1934. trading in such securities other¬ 
wise than on a national securities ex¬ 
change i3 suspended, for the period from 
March 18, 1975 through March 27. 1975. 

By the Commission. 

I seal i George A. Fitzsimmons, 

• Secretary. 

|FR Doc.75-7419 Piled 3-20-75.8:46 am) 


[FUo No. 600-11 

ZENITH DEVELOPMENT CORP. 

Suspension of Trading 

March 17. 1975. 

It appearing to the Securities and Ex¬ 
change Commission that the summary 
suspension of trading in the common 
stock of Zenith Development Corporation 
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being traded otherwise than on a na¬ 
tional securities exchange Is required in 
the public Interest and for the protection 
of investors; 

Therefore, pursuant to section 15(c) 
(5) of the Securities Exchange Act of 
1934. trading in such securities other¬ 
wise than on a national securities ex¬ 
change is suspended, for the period from 
March 18. 1975. through March 27, 1975. 

By the Commission. 

(seal) George A. FmarnfMONs. 

Secretary. 

(PR Doc-75 7400 Filed 3 20-75;8:45 am] 

SMALL BUSINESS ADMINISTRATION 

(License No. 09/12-0047] 

CAL-WEST CAPITAL CORP. 

Notice of License Surrender 

Notice is hereby given that Cal-West 
Capital Corporation, 260 California 
Street, San Francisco, California 94111, 
has surrendered its license No. 09' 12- 
0047. issued December 19, 1961. 

Cal-West Capital Corporation has 
complied with all conditions set forth by 
SB A for surrender of its license. There¬ 
fore. under the authority vested by the 
Small Business Investment Act of 1958. 
as amended, and pursuant to the regula¬ 
tions promulgated thereunder, the sur¬ 
render of the license of Cal-West Capital 
Corporation Is hereby accepted and it is 
no longer licensed to operate as a small 
business Investment company. 

Dated: March 11.1975. 

James Thomas Phelan. 

Deputy Associate Administrator 
for Investment. 

(PR Doc.75-7304 Filed 3 20-75;8:45 am] 


(License No. 02/02 01021 

HANOVER CAPITAL CORP. 

Filing of Application for Approval of 
Conflict of Interest Transaction 

Notice is hereby given that Hanover 
Capital Corporation (Hanover) 223 East 
62nd Street. New York. New York 10021, 
a Federal Licensee under the Small Busi¬ 
ness InvestmentiAct of 1958. as amended, 
has hied an application pursuant to 
$ 107.1004(b) of the SBA rules and regu¬ 
lations governing small business invest¬ 
ment companies (13 CFR 107.1004 
(1974 >). for an exemption from the pro¬ 
visions of the conflict of interest regula¬ 
tions. 

The exemption, if granted, will permit 
Hanover to loan funds to Petroleum 
Recovery Systems, Inc. (PRS), a wholly 
owned subsidiary of Tenney Engineering. 
Inc. (Tenney) a publicly-held corpora¬ 
tion listed on the American Stock 
Exchange. PRS and Tenney are both lo¬ 
cated in Union, New Jersey. The loon is 
collateralised by the assets of PRS. and 
is guaranteed by Tenney. In addition, 
Hanover will receive warrants to pur¬ 
chase Tenney s common stock. 


Tenney and PRS arc considered to be 
''Associates" of the Licensee as defined 
by I 107.3 of the regulations because the 
chairman of the Board of Directors and 
a substantial beneficial owner of Tenney 
Is a business partner of the President and 
sole shareholder of Hanover. This trans¬ 
action. therefore, will require an exemp¬ 
tion pursuant to I 107.1004(b)(1) of the 
regulations. 

Notice is hereby given that any person 
may. no later than April 7, 1975, submit 
written comments on the proposed trans¬ 
action to: Deputy Associate Administra¬ 
tor for Investment, Small Business 
Administration. 1441 L Street NW„ 
Washington. D C. 20416. 

A copy of this notice shall be pub¬ 
lished in a newspaper of general circula¬ 
tion in New York. New York. 

Dated: March 11. 1975. 

James Thomas Phelan. 

Deputy Associate Administrator 
for Investment. 

(FR Doc.75-7434 Piled 3-20-75;8:45 am] 


JACKSON DISTRICT ADVISORY COUNCIL 
Notice of Public Meeting 

The Small Business Administration 
Jackson District Advisory Council will 
meet at 9 ajn., (c.d.t>. Thursday, 
April 17. 1975, at the Board Room, First 
National Bank. 301 First National Build¬ 
ing. Jackson, Mississippi, to discuss such 
business as may be presented by members 
and the staff of the Small Business Ad¬ 
ministration, and others attending. For 
further information, call or write Ardis 
Jones, Small Business Administration, 
690 Petroleum Building. 200 E. Pas¬ 
cagoula. Jackson, Mississippi 39201. (601) 
969-4363. 

Dated: March 12,1975. 

Anthony S. Stasio, 

Chief Counsel for Advocacy , 
Small Business Administration . 

(FR Doc.75-7395 Filed 3-20-75,0:45 am) 


MARSHALL DISTRICT ADVISORY 
COUNCIL 

Public Meeting 

The Small Business Administration 
Marshall District Advisory Council will 
meet at 10 a.m., (c.cLt), Thursday, April 
10, 1975, at the Kilgore Community Inn. 
801 Highway 259. Kilgore, Texas, to dis¬ 
cuss such badness as may be presented 
by members and the staff of the Small 
Business Administration and others at¬ 
tending. For further Information, call or 
write Emly 8. Atkinson. Small Business 
Administration, 505 East Travis 8trcet, 
Marshall, Texas 75670. <214) 935-5257. 

Dated: March 13.1975. 

Anthony 8. 8tawo, 

Chief Counsel for Advocacy , 
Small Business Administration. 

(PR Doc.76-7436 Filed 3-20-75;8:45 am) 


DEPARTMENT OF LABOR 

Manpower Administration 

EMPLOYMENT TRANSFER AND BUSINESS 
COMPETITION DETERMINATIONS 

Applications 

The organizations listed In the attach¬ 
ment have applied to the Secretary of 
Agriculture for financial assistance In 
the form of grants, loans, or loan 
guarantees In order to establish or im¬ 
prove facilities at the locations listed for 
the purposes given In the attached list 
The financial assistance would be au¬ 
thorized by the Consolidated Farm and 
Rural Development Act. as amended. 
(7 U.S.C. 1924 (b). 1932. or 1942 <b>). 

The Act requires the Secretary of 
Labor to determine whether such Fed¬ 
eral assistance is calculated to or Is 
likely to result in the transfer from one 
area to another of any employment or 
business activity provided by operations 
of the applicant. It Is permissible to as¬ 
sist the establishment of a new branch, 
affiliate or subsidiary, only if this will 
not result In Increased unemrloymcnt 
In the plice of present operations and 
there is no reason to believe the new 
facility is being established with the In¬ 
tention of closing down an operating 
facility. 

The Act also prohibits such assistance 
if the Secretary of Labor determines 
that it is calculated to or is likely to re¬ 
sult in an increase in the production of 
goods, materials, or commodities, or the 
availability of services or facilities in the 
area, when there is not sufficient demand 
for such goods, materials, commodities, 
services, or facilities to employ the ef¬ 
ficient capacity of existing competitive 
commercial or Industrial enterprises, un¬ 
less such financial or other assistance will 
not have an adverse effect upon existing 
competitive enterprises in the area. 

The Secretary of Labor's review and 
cert ifica tion procedures are set forth at 
29 CFR Part 75, published January 29. 
1975 (40 FR 4393). In determining 
whether the applications should be ap¬ 
proved or denied, the Secretary will take 
into consideration the following factors: 

1. The overall employment and unem¬ 
ployment situation in the local area in 
which the proposed facility will be 
located. 

2. Employment trends in the same In¬ 
dustry in the local area. 

3. The potential effect of the new facil¬ 
ity upon the local libor market, with 
particular emphasis upon its potential 
impact upon competitive enterprises in 
the same area. 

4. The competitive effect upon other 
facilities in the same Industry located 
in other areas (where such competition 
Is a factor). 

5. In the case of applications involving 
the establishment of branch plants or 
facilities, the potential effect of such new 
facilities on other existing plants or 
facilities operated by the applicant. 
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All persons wishing to bring to the 
attention of the Secretary of Labor any 
information pertinent to the determina¬ 
tions which mus; be made regarding 
these applications are invited to submit 
such information la writing within two 
weeks of publication of this notice to: 
Deputy Assistant Secretary for Man¬ 


power. 601 D Street NW., Washington. 
D.C. 20213. 

Signed At Washington. D.C. this 17th 
day of March. 1075. 

Ben Buedetsky, 
Deputy Assistant Secretary 
for Manpouter. 


ArrurATYOMi Rrcxnrrn Duuxo run Wtn Ekmno March 14 . in 


Nun# of applicant 


Location of Mitcrrrfw Principal product or activity 


Milton Sopvr Market.... lT*wn, W. Va... 

PyOU-UooiM' MatitliHty Corp.Sallvllto, Vi... 


Korford Turkey farm* Inc. Koctod, N.C-..... 

Atlallgbi Corp....... Mountain Home. N.C 

Kxn«nrancy One, ..Ocala, Fla....... 

Bklppcr Monutacturinr, Inc.. Macon. Mi n .. 

TermUfhi. Iir. . CJrrvnbctcr. Trnn.. 

MaoLean-Kogf l^ork Nut Co, (leoani of Tottipklnjvllto, Ky-- 

city of Torapkinsvllto. Ky.). 

Cants Corp.... La Salto, III.. 

Old Faahloood Milk Co.. Ine.Strum. WU. 

King's Prttots Inc.. ... Uartand. Ark. 

Monte L. Chrlstnrr Co., Inc.Taylor. Mo. 

Throa Crosses Ranch. Inc.Straw berry Point. Iowa.,. 


Retail >uper market 
Coal ml nr equipment. 


..... Coal ml nr equipment. 

.Turkey prorwnln* ntont. 

.... Mannfacluring ntmlalur 


nure Inondnconl 

Manufacturing rwcuc rrbiclea. 

Purrltatr tnaclUiverjr. 

F. i rand dm to lor licht weight aggregate. 
Manufacturing faatmera. 

Ftpaml induction of poiowJura perman- 
(aaalf. 

Boil to and «a!e trade A milk. 

Rai«r grain? and torse* crop*. 

AgricttHurt Umcslonc. 

Provide rare and rehabilitative services lor 
torn are boys. 


|PR Doc.75-7290 Filed 3-20-75:8:45 am 1 


INTERSTATE COMMERCE 
COMMISSION 

(Notice No. 726) 

ASSIGNMENT OF HEARINGS 

March 18. 1975. 

Cases assigned for hearing, postpone¬ 
ment, cancellation or oral argument ap¬ 
pear below and will be published only 
once. This list contains prospective as¬ 
signments only and docs not include 
cases previously assigned hearing dates. 
The hearings villi be on the issues as 
presently reflected In the Official Docket 
of the Commission. An attempt will be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
interested parties should take appropri¬ 
ate steps to insure that they are notified 
of cancellation or postponements of 
hearings In which they arc interested. 

MC—C-8436, Connecticut Limousine Service. 
Inc. V. Hyman Levine dba Hy'g Livery 
Service, now assigned April 15, 1975 at 
Hartford, Connecticut: has been postponed 
to April 21, 1975 (2 days) at Hartford, 
Connecticut: In a hearing room to be des¬ 
ignated later. 

FF-047 Sub 1, 8al, Inc., now assigned April 
30. 7075 at Chicago. Illinois. Is postponed 
Indefinitely. 

MC-F-I2243. Wilson Freight Company- 
Purchase—M. W. Haley Trucking Co. and 
MC 13123 8ub 74. WlUon Freight Company, 
now being assigned Muy 6. 1975 (9 days); 
In the Netherlsnd HUton Hotel. Fourth 
and Race Streets, Cincinnati. Ohio. 

MC 97841 Sub 21, Oenersl Highway Express, 
Inc., now being aligned April 7. 1975 (1 
week). In Rcom 235 Federal Office Building, 
85 Marconi Blvd. Columbus. Ohio. 

MC 139262 Sub 1. Southeastern Warehous¬ 
ing and Distribution Corporation, now 
being assigned Mny 12, 1075 (1 week), at 
Johnson City, Tcnnass e; in a hearing room 
to be designated later. 

MC 112304 Bub 85. Ace Doran Hauling A 
Rigging Co., now being assigned April 30. 
1975 (1 day) at Chicago. HI, In Room 
1086A. Kveret* McKinley Dlrksen Bldg.. 219 
South Dearborn 8t. 


MC 107295 Sub 719. Pre-Fab Transit Co., 
now being assigned May 1. 1975 (2 Days) 
at Chicago. III.. In Room 1069A. Everett 
McKinley Dlrksen Bldg.. 219 South Dear¬ 
born St. 

MC 103923 Sub 43. W. T. Mayfield Sons 
Trucking Co., Inc„ application dismissed. 

MC 139053 Sub 2. Hlrsm E. Blue, Jr.. Truck¬ 
ing Co., now being assigned May 28, 1975. 
at Jackson. Miss., tn a hearing room to be 
later designated. 

MC-F-12311. Fast Interstate Express. Inc.— 
Purchase (Portion)—Harper Truck Line. 
Inc., now being assigned June 6. 1975. at 
New Orleans, Louisiana, in a hearing room 
to be later designate. 

MC 139932. H & M Dray age Brokerage. Inc., 
now being assigned June 4. 1975, at New 
Orleans. Louisiana, in a hearing room to be 
later designated. 

MC 69583 Sub 146. The Mason and Dixon 
Lines, Incorporated, now being assigned 
May 28, 1975 (1 day) at Birmingham. 
Ala.: in a hearing room to bs designated 
later. 

MC-F-12322. Tompkins Motor Lines, Inc.— 
Purchase—Cullman Banana Supply, now 
being assigned May 29. 1975 (2 days) at 
Birmingham. Ala; in a hearing room to 
be designated later. 

MC 74321 Sub 110. B. P Walker, Inc., now 
being assigned June 2. 1975 (1 day) at 
Birmingham, Ala.; In a hearing room to be 
designated later. 

MC 72243 8ub 38. Aetna Freight Lines, Inc., 
now being assigned June 3, 1075 <2 days) 
at Birmingham. Ala.; In a hearing room 
to be designated later. 

MC 115162 Sub 294. Poole Truck Line, Inc., 
MC 121684 Sub 6.0 A Hornady, Cecil M. 
Hornady. and B C. Hornady. dba Hornady 
Brothers Truck Line, and MC 126305 8ub 
61. Boyd Brothers Transportation Co., Inc., 
now being assigned June 5, 1975 ( 2 days) 
at Birmingham. Ala.; In a hearing room 
to be designated later. 

MC 4405 Sub 815. Dealers Transit, Inc., 
now Ming assigned Msy 29, 1975, at the 
Offices of the Interstate Commerce Com¬ 
mission, Washington. D.C. 

MC 78228 8ub 51, J. Miller Express. Inc., 
now being assigned May 29. 1976. at the 
Offices of the Interstate Commerce Com¬ 
mission, Washington. D.C. 


MC 21433 Sub Z. Thomas P. Welsh, dba Re¬ 
liance Van Company, now being assign :d 
June 3. 1975. at the Office of the Inter¬ 
state Commerce Commission. Washington, 
D.C. 

MC 123333 Sub 71. Boyla Brothers. Inc., now 
being aligned June 11. 1975. at the Offices 
of the Interstate Commerce Commission. 
Washington. D.C. 

MC 123091 Sub 15. Nick Strlmbus. Inc., now 
belni aligned June 19. 1975, at the Offices 
of the Interstate Commerce Commission. 
Washington. DC. 

MC 117574 Sub 253. Dally Express. Inc., now 
being assigned June 19. 1976. at the Offices 
of the Interstate Commerce Commission, 
Washington, D.C. 

[seal] Robert L. Oswald, 

Secretary. 

[FR Doc.75-7466 Filed 3-20-75:8:48 am) 


FOURTH SECTION APPLICATIONS 
FOR RELIEF 

March 18.1975. 

An application, as summarized below, 
has been filed requesting relief from the 
requirements of section 4 of the Inter¬ 
state Commerce Act to permit common 
carriers named or described in the appli¬ 
cation to maintain higher rates and 
charges at intermediate points than 
those sought to be established at more 
distant points. 

Protests to the granting of an appli¬ 
cation mast be prepared In accordance 
with Rule 40 of the general rules of prac¬ 
tice (49 CFR 1100.40) and filed on or be¬ 
fore April 7,1975. 

F8A No. 42953— Joint Wa'cr-Rail Con¬ 
tainer Rates—Kawasaki Kisen Kai<ha, 
Ltd. Filed by Kawasaki Kisen Kaisha, 
Ltd. (No. 13). for Itself and interested 
mil carriers. Rates on general commod¬ 
ities, between ports in the Federation of 
Malaysia. The Republic of Singapore 
and Thailand, and rail stations on the 
UjS. Atlantic and Gulf Seaboard. 
Grounds for relief—Water competition. 

F3A No. 42954— Joint Water-Rail Con¬ 
tainer Rates—Mitsui OS.K. Lines Ltd. 
Filed by Mitsui 0 8 K. Lines Ltd. <No 8), 
for itself and interested rail carriers. 
Rates on general commodities, between 
ports in Hong Kong. Japan. Korea, and 
Taiwan, and rail stations on the UU. 
Atlantic and Gulf Seaboard. Grounds for 
relief—Water competition. 

FSA No. 42955— Joint Water-Rail Con¬ 
tainer Rates—The Scindii Steam Navi¬ 
gation Co., Ltd . Filed by The Sclndla 
Steam Navigation Co.. Ltd., (No. 1), for 
itself and Interested rail carriers. Rates 
on general commodities, from ports in 
Hong Kong. Japan. Korea, and Taiwan, 
to rail terminals and water carrier ter¬ 
minals on the U.8. AtlanUc and Gulf 
Seaboard. Grounds for relief—Water 
competition. 

FSA No. 42936— Joint Water-Rail Con¬ 
tainer Rates—The Shipping Corporation 
of India. Ltd. Filed by The 8htpplng 
Corporation of India. Ltd.. (No. 1), for 
itself and Interested rail carriers. Rates 
on general commodities, from ports in 
Hong Kong. Japan, Korea, and Taiwan, 
to rail terminals and water carrier ter¬ 
minals on the UJ3. Atlantic and Gulf 
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Seaboard. Grounds for relief—Water 
competition. 

FSA No. 42957— Joint Water-Rail Con¬ 
tainer Rates—States Steamship Com¬ 
pany. Filed by States Steamship Com¬ 
pany. (No. 2). tor itself and interested 
rail carriers. Rates on general com mod- 
ditles, between ports In Hong Kong. 
Japan. Korea, and Taiwan, and rail sta¬ 
tions on the UB. Atlantic and Gulf 
Seaboard. Grounds for relief—Water 
competition. 

By the Commission. 

I seal 1 Robert L. Oswald. 

Secretary. 

|FR Doc,75~74<38 Piled 3-20-75:8:45 am) 


(Notice No. 20( 

MOTOR CARRIER TEMPORARY 

AUTHORITY APPLICATIONS 

March 18.1975. 

The following are notices of filing of 
application, except as otherwise specifi¬ 
cally noted, each applicant states that 
there will be no significant effect on the 
quality of the human environment re¬ 
sulting from approval of its application, 
for temporary authority under section 
210&<&> of the Interstate Commerce Act 
provided for under the new rules of Ex 
Parte No. MC-67 (49 CFR 1131) pub¬ 
lished In the Federal Register, issue of 
April 27. 1965. effective July 1. 1965. 
These rules provide that protests to the 
granting of an application must be filed 
with the field official named in the Fed¬ 
eral Register publication, within 15 
calendar days after the date of notice 
of the filing of the application Is pub¬ 
lished in the Federal Register. One copy 
of such protests must be served on the 
applicant, or its authorized representa¬ 
tive, if any, and the protests must certify 
that such service has been made. The 
protests must be specific as to the service 
which such protestant can and will offer, 
and must consist of a signed original and 
six (6> copies. 

A copy of the application is on file, and 
can be examined at the Office of the Sec¬ 
retary. Interstate Commerce Commis¬ 
sion. Washington. D.C.. and also In field 
office to which protests are to be trans¬ 
mitted. 

Motor Carriers of Property 

No. MC 46267 (Sub-No. IOTA), filed 
March 6, 1975. Applicant: SCOTT 

FREIGHT SERVICE CORP„ 4740 In¬ 
dustrial Road. Fort Wayne. Ind. 46825. 
Applicant's representative: Walter Jones 
Jr„ 601 Chamber of Commerce Bldg., 
Indianapolis. Ind. 46204. Authority 
sought to operate as a common carrier , 
by motor vehicle, over regular routes, 
transporting: General commodities , ex¬ 
cept those of unusual value. Classes A 
and B explosives, livestock, household 
goods as defined by the Commission, 
commodities in bulk, and those requiring 
special equipment, between the plant 
and warehouse facility of Essex Inter¬ 
national Inc., at or near Topeka. Indiana 
as an off-route point In connection with 
applicant's authorized regular route 


operations, for 180 days. Applicant In¬ 
tends to Interline with other motor car¬ 
riers. Supporting shipper: Essex Inter¬ 
national Inc.. 1601 Wall St.. Fort Wayne, 
Ind. 46802. Send protests to: J. H. Gray. 
District Supervisor, Interstate Com¬ 
merce Commission, 345 W. Wayne St., 
Room 204, Fort Wayne. Ind. 46802. 

No. MC 115331 (Sub-No. 338TA). filed 
March 10. 1975. Applicant: TRUCK 
TRANSPORT. INCORPORATED. 29 
Clayton Hills Lane. 8t. Louis, Mo. 63131. 
Applicant's representative: J. R. Ferris 
(same address as applicant). Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Lead and lead alloys (ex¬ 
cept commodities which because of size 
and weight require use of special trans¬ 
portation equipment), from Glover. Mo., 
to points in California. Florida, Georgia, 
Illinois, Indiana. Louisiana. Minnesota. 
Massachusetts. New Jersey, New York. 
Pennsylvania. Texas, West Virginia, and 
Wisconsin, for 180 days. Supporting 
shipper: American Smelting and Refin¬ 
ing Co., 720 Olive Street. St. Louis. Mo. 
63101. Send protests to: J. P. Werth- 
mann. District Supervisor. Interstate 
Commerce Commission. Room 1465, 210 
N. 12th Street. St. Louis. Mo. 63101. 

No. MC 115496 (Sub-No. 33TA). filed 
March 7. 1975. Applicant: LUMBER 
TRANSPORT. INC., P.O. Box 111. 
Cochran. Ga. 31014. Applicant's repre¬ 
sentative: Virgil H. Smith. 1587 Phoenix 
Blvd., Suite 12, Atlanta, Ga. 30349. Au¬ 
thority sought to operates as a com¬ 
mon carrier , by motor vehicle, over 
irregular routes, transporting: Clay , 
processed or not processed. In bags or 
packages, restricted against shipments 
in bulk on tank vehicles, from the plant- 
site of Oil-Dri Corp., of America at or 
near Ochlocknec. Ga.. to points in Ala¬ 
bama. Florida, Kentucky. Mississippi, 
North Carolina, South Carolina. Ohio. 
Virginia, and Tennessee, for 180 days. 
Supporting shipper: Oil-Dri Corporation 
of America, 520 North Michigan Are.. 
Chicago, HI. 80811. Send protests to: 
William L. Scroggs. District Supervisor. 
1252 W. Peachtree St NW.. Room 546, 
Atlanta. Ga. 30309. 

No. MC 117975 (Sub-No. 6TA) (Cor¬ 
rection), filed February 7.1975, published 
In the Federal Register issue of Febru¬ 
ary 28, 1975. and republished rs cor¬ 
rected this issue. Applicant: MOTOR 
EXPRESS. INC., P.O. Box 160. Pearland, 
Tex. 77581. Applicant's representative: 
Claytc Binlon. 1108 Continental Life 
Bldg.. Fort Worth. Tex. 76102. Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: (1) Bananas , and (2) 
bananas when transported in mixed 
loads with agricultural commodities ex¬ 
empt from economic regulation under 
section 203(b)(6) of the Act. from Hi¬ 
dalgo. Tex., and points in lts Commercial 
zone to points in Kansas, Georgia. Ten¬ 
nessee, Alabama. Mississippi. Oklahoma, 
Louisiana. Arkansas, and Texas, for 180 
days. Supporting shipper: Glisson and 
Scales Product Company, 2107 Military 
Road. Hidalgo, Tex. 78557. Send pro¬ 


tests to: John Menstng. District Super¬ 
visor. Bureau of Operations, Interstate 
Commerce Commission, 8610 Federal 
Bldg.. 515 Rusk. Houston, Tex. 77002. 
The purp 06 e of this republication is to 
clarify the territorial description. 

No. MC 118202 (Sub-No. 46TA). filed 
March 7, 1975. Applicant: SHULTZ 
TRANSIT. INC.. P.O. Box 503. Winona, 
Minn. 55987. Applicant's representative: 
Stanley C. Olsen, Jr. f 1000 First National 
Bank Bldg., Minneapolis, Minn. 55402. 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over ir¬ 
regular routes, transporting: Frozen po¬ 
tatoes and ryot at o products, from Fair¬ 
mont. Minn., to points in Alabama, 
Arkansas, Connecticut. Delaware. Flor¬ 
ida, Georgia, Tlltnols, Indiana, Kentucky. 
Louisiana, Maryland. Massachusetts, 
Michigan. Minnesota, Mississippi. Mis¬ 
souri. Nebraska. New Jersey. New Mex¬ 
ico, New York, North Carolina, Ohio, 
Oklahoma, Pennsylvania. South Caro¬ 
lina, Tennessee, Texas. Vermont, Vir¬ 
ginia, West Virginia, Wisconsin, Denver, 
Colo., and the District of Columbia, for 
180 days. Supporting shipper: Midwest 
Food Corporation. P.O. Box 100. Clark, 
S. Dak. 57225. Send protests to: A. N. 
8path. District Supervisor, Bureau of 
Operations. Interstate Commerce Com¬ 
mission, 414 Federal Bldg., & U.S. Court 
Houre, 110 S. 4th St.. Minneapolis, Minn. 
55401. 

No. MC 118989 (Sub-No. 121TA), filed 
March 7, 1975. Applicant: CONTAINER 
TRANSIT. INC.. 5223 8outh 9th. Mil¬ 
waukee, Wis. 53221. Applicant's repre¬ 
sentative: Robert H. Levy, 29 South 
LaSalle St.. Chicago. Ill. 60003. Author¬ 
ity sought to operate as a common car¬ 
rier. by motor vehicle, over Irregular 
routes, transporting: Containers, con¬ 
tainer end*, and closures, and materials 
and supplies used tn the manufacture 
and distribution of containers and con¬ 
tainer closures (except commodities in 
bulk), and scrap metal, from the plant- 
site of American Can Company, located 
at Whltehouse, Ohio to points in Indi¬ 
ana. UllnoK Michigan, Missouri. Ken¬ 
tucky, and West Virginia, for 180 days. 
Supporting shipper: American Can Com¬ 
pany. 915 Harger Road. Oak Brook, Ill. 
60521. Send protests to: John E. Ryden. 
District Supervisor, Bureau of Opera¬ 
tions. Interstate Commerce Commission. 
135 West Wells 8t., Room 807, Milwau¬ 
kee. Wis. 53203. 

No. MC 110226 (Sub-No. 92TA). filed 
March 4. 1975. Applicant: LIQUID 

TRANSPORT CORP.. 3901 Madison Ave¬ 
nue. Indianapolis. Ind. 46227. Applicant's 
representative: Robert W. Loser. 1009 
Chamber of Commerce Bldg., Indian¬ 
apolis. Ind. 46204. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Weed killing compounds, liquid, (in 
bulk, in tank vehicles), from Lafayette. 
Ind.. to Clinton. Eldorado. El Paso, Pon¬ 
tiac. Pleasant Plains. Ottawa and Spring- 
field. HI.; and Burlington. Clear Lake, 
Colfax, Des Moines, Mount Vemon and 
Davenport, Iowa, for 180 days. Support¬ 
ing shipper: Eli Lilly and Company. 
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Elanco Products Dtvision, P.O. Bax SI 8. 
Indianapolis. Ind. 46204. Send protests 
to: James W. HabermehL District Su¬ 
pervisor. Bureau of Operations. Inter¬ 
state Commerce Commission. 802 Century 
Bid#., 36 S. Penn. St.. Indianapolis. Ind. 
46201. 

No. MC 129788 (Sub-No. 3TA). filed 
March 3. 1075. Applicant: NASS TRUCK 
LINE3. INC. P.O. Box TT\ Wenofta. HI. 
61377. Applicants representative: E. 
Stephen Heisley. 8ultc 805. 666 Eleventh 
8t. NW, Washington. DC. 20001. Au- 
Uiority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Malt beverages and 
related adv?rtlsing materials. (II from 
Detroit. Mich.. 6t. Louis. Mo., and Port 
Wayne, Ind., to Bloomington. Ill. and (2) 
from Detroit. Mich., to Rockford and 
Rock Island. Ill., for 180 days. Support¬ 
ing shippers: Baker Liquor Co.. Inc., 430 
1st St.. Rock Island. Ill. 61201 D’Agostin 
Distributing Co. 4617 Hydraulic Road. 
Rockford. Ill. Boylan. Inc.. 903 E. Crox- 
ton Ave.. Bloomington. Ill. 61701. Send 
protests to: Richard K. Shuilaw, District 
Supervisor. Interstate Commerce Com¬ 
mission. Everett McKinley Dirkscn Bldg., 
219 8. Dearborn St. Room 1086. Chicago. 
Hi 60604. 

No. MC 138578 (Sub-No. 2TA), died 
March 10. 1975. Applicant: LC.W. 

TRUCKING. INC., P.O. Box 718. Edin¬ 
burg. Tex. 78539. Applicant's represent¬ 
ative: L. C. Waller (same address as 
applicant). Authority sought to operate 
as a contract carrier, by motor vehicle, 
over irregular routes, transporting: Pa¬ 
per and paper products, from McAllen, 
Tex., to points in Arkansas, Colorado, 
Louisiana, Missouri, and New Mexico, for 
180 days. Supporting shipper: Valley 
Corrugated Box. Inc.. P.O. Box 38. Mc¬ 
Allen. Tex. 78501. Send protests to: Rich¬ 
ard H. Dawkins. District Supervisor, In¬ 
terstate Commerce Commission, 301 
Broadway. Room 206, San Antonio, Tex. 
78205. 

No. MC 140682 TA (Correction), filed 
February 25, 1975, published In the Fed¬ 
eral Register issue of March 7.1975. and 
republished as corrected this issue. Ap¬ 
plicant: NEW (TRANS) PORT. INC., 
P.O. Box 118 (Highway 17 S>. Rlceboro, 
Oa. 31323. Applicant's representative: 
Sol H. Proctor. 1107 Blackstone Bldg., 
Jacksonville, Fla. 33202. Authority sought 
to operate as a contract carrier, by motor 
vehicle, over Irregular routes, transport¬ 
ing: General commodities (except those 
of unusual value. Classes A and B ex¬ 
plosives, household goods as defined by 
the Commission, commodities In bulk, 
commodities requiring special equip¬ 
ment), between the facilities of Inter¬ 
state Paper Company at or near Rice- 
boro. Oa, on the one hand. and. on the 
other, points in Georgia, Florida, and 
South Carolina, for 180 days. Supporting 
shipper: Interstate Paper Corporation. 
Rlceboro, Oa. 31323. 8end protests to: 
O. H. Fauss. Jr.. District Supervisor. 
Bureau of Operations, Interstate Com¬ 
merce Commission. Box 35008, 400 West 
Bay Street, Jacksonville. Fla. 32202. The 


purpose of this republlcatlon Is to add 
the territorial description which was 
omitted In the previous publication. 

No. MC 140699 (Sub-No. 1TA), filed 
March 10. 1975. Applicant: JOHN H. 
CANTRELL, doing business as HOWARD 
CANTRELL WRECKER SERVICE. 1910 
Dickerson Road. Nashville. Term. 37207. 
Applicant’s representative: Robert L. 
Biker. 618 Hamilton Bank Bldg.. Nash¬ 
ville, Tenn. 37219. Authority sought to 
operate as a common carrier. by motor 
vehicle, over Irregular routes, transport¬ 
ing: Wrecked, disabled, stolen, repos¬ 
sessed and abandoned vehicles and re¬ 
placement vehicles therefore by use of 
wrecker equipment between those points 
In Tennessee west of U.S. Highway 27 
and cast of the western traversal of the 
Tennessee River on the one hand, and. 
on the other, all points in the United 
States ‘except Alaska and Hawaii), for 
180 days. Supporting shippers: Neely 
Coble, 1130 Polk Ave.. Nashville, Tenn. 
Rvder Truck Lines. 1116 Ptlk Ave , Nash¬ 
ville. Tenn. Roadway Express, Inc.. 825 
Visco Drive. Nashville, Tenn. Pacific In- 
tennountain Express. 81 Trimble 8i., 
Nashville. Tenn. T.I.M.R-DC. Inc.. Fess- 
lers Lane. Nashville. Tenn. Send pro¬ 
tests to: Joe J. Tate. District Supervisor. 
Bureau of Operations. Interstate Com¬ 
merce Commission, A-422 U-S. Court 
House, 801 Broadway, Nashville, Tenn. 
37203. 

No. MC 140716 TA. filed March 5, 
1975. Applicant: OREAT NORTHERN 
TRANSPORTATION COMPANY. 901 
Antietam. Detroit, Mich. 48226 Appli¬ 
cant’s representative: 8. Harrison 
Kahn. Suite 733 Investment Bldg., 
Washington. D.C. 20005. Authority 
sought to operate as a contract carrier. 
by motor vehicle, over Irregular routes, 
transporting: Malt beverages and related 
advertising material. from Detroit. Mich., 
to (1) Aurora. Berwyn, Bloomington. 
Champaign, Chicago. Lansing, Danville, 
Elgin, Geneva, Joliet, and Rockford. HI; 
<3) Anderson. Fort Wayne. Gary. Ham¬ 
mond. Indianapolis. Lafayette. La Porte. 
Muncie. Noblesville. Richmond. South 
Bend, and Terre Haute. Ind.; (3) Frank¬ 
fort. Lexington, and Louisville. Ky.! (4) 
Athens. Cambridge, Chlllicothe. Cincin¬ 
nati, Columbus. Coshocton. Covington, 
Dayton. East Liverpool. Findlay. Lan¬ 
caster, Lucasville, Marietta, Springfield. 
Toledo. Zanesville. Mingo Junction. Mad¬ 
ison. 81 Henry, and Youngstown. Ohio; 
(5) Barkeyvllle. Harrisburg. Lan¬ 
caster. Nicholson. Pittsburgh. Scranton, 
Youngstown, and Oil City, Pa.; (6) Al¬ 
bany, Buffalo. Coming. Elmira. Ouilder- 
land, Rochester, Syracuse, and Utica, 
N Y.; (7> Chattanooga. Cookvllle, Hum¬ 
boldt. Knoxville. Memphis, and Nash¬ 
ville. Tenn.: <8> Charleston, Clarksburg. 
Fairmont, Foil a ns bee. Flkins. Hunting- 
ton. New Martinsville, Weston. Parkers¬ 
burg, and Wheeling. W. Va.; (9) Beloit 
and Milwaukee. Wis.; (10) Cumberland, 
Md.; (11) Richmond and Bristol. Va.: 
equipment, material, and supplies used 
in and useful for the production and dis¬ 
tribution of malt beverages, from Chi¬ 


cago. Colton, and 8treator. III.. Rich¬ 
mond. Indiana, Findlay, Whitehouse and 
Zanesville. Ohio, and Charleroi and Lan¬ 
caster. Pa., Williamsburg, Va.. to Detroit, 
Mich. Restrictlan: The above-described 
transportation service is to be performed 
under a continuing contract or contracts 
with the Stroh Brewery Company. De¬ 
troit. Mich., for 180 days. Supporting 
shipper: The Stroh Brewery Company, 
009 East Elizabeth St.. Detroit, Mich. 
48226. Send protests to: Melvin F. 
Klrsch. District Supervisor. Interstate 
Commerce Commission. 1110 Broderick 
Tower. 10 Wlthereff Ave.. Detroit, Mich. 
48226. 

No. MC 140720 (Sub-No. 1TA), filed 
March 10. 1975. Applicant: FORD 

PARCEL SERVICE. INC.. 2644 Michigan. 
St. Louis. Mo. 63118. Applicant's repre¬ 
sentative: B, W. La Tourette. Jr, US. 
Meramec. Suite 1400, St Louis. Mo. 
63105. Authority sought to operate as a 
contract carrier, by motor vehicle, over 
irregular routes, transporting: Ret ml 
and catalog merchandise . household ap¬ 
pliances. new household furniture and 
household fumishtngs, musical instru¬ 
ments. plumbing and heating equipment, 
building and remodeling equipment, 
accessories and supplies and other retail 
and catalog deliveries, between points In 
the City of St. Louis. Mo., St. Louis 
County. Mo., 8t. Clair. Madison and Mon¬ 
roe Counties, HI., for 180 days. Support- 
lng shipper: Sears. Roebuck and Co., 7447 
Skokie Blvd., Skokie Ill. Send protests 
to: J. P. Werthmann, District Supervisor. 
Bureau of Operations. Interstate Com¬ 
merce Commission. Room 1465, 210 N. 
12th 8t.. St. Louis. Mo. 63101. 

No. MC 140721 TA. filed March 11. 
1975. Applicant: C. A. PERRY & SON, 
INC.. Route 1. Hobbsvllle. N.C, 27946. 
Applicant’s representative: Chester A. 
Zyblut. 1522 K Street NW.. Washington. 
DC. .Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: (a) Liquid 
fertilizer and fertilizer materials , (In 
bulk, in tank vehicles) and (b) Fertilizer 
and fertilizer materials. dry. In bulk, and 
In bags, from Chesapeake. Suffolk and 
Hopewell, Va., to points in North Caro¬ 
lina, located on and east of U S Highway 
220 and 1. for 180 days. Supporting ship¬ 
pers: Central Fertilizer Co.. Inc . 8hnw- 
boro. NC. 27973. Tidewater Chemical 
Corporation. Route 2. St. Brides Station. 
Chesapeake. Va. 23322. 8wift Chemical 
Co., Box 7537, Chesapeake, Va. 23324, 
Send protests to: Archie W. Andrews, 
District Supervisor, Bureau of Opera¬ 
tions. Interstate Commerce Commission, 
P.O. Box 26896. Raleigh. N.C. 27611. 

Applications op Passengers 

No. MC 140555 (Sub-No. 1 TA), filed 
March 11. 1975. Applicant: J O EXEC. 
1651 8. Du Pont Highway, c/o Bailey h 
Son. Inc., Dover, Del. 19901. Applicant's 
representative: Donald R. Williams 414 
8. State Street, Dover, Del. 19901. Au¬ 
thority sought to operate as a common 
carrier , by motor vehicle, over irregular 
routes, transporting: Passengers and 
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their luggage In the same limousine ve¬ 
hicle. between Philadelphia. Interna¬ 
tional Airport and Various points in 
Kent County. Del. Restriction: No more 
than 12 passengers at the same time and 
In the same limousine vehicle, for 180 
days. Supporting shippers: Wyoming 
Block Co M Inc., Southern Blvd., Wyo¬ 
ming. Del. 19934. Quality Inn L Hub 
Restaurant. Route 13, Dover, Del. 19901. 
Allen Travel Agency. Inc.. 139 8. 8tate 
St., Dover, Del. 19901. Send protests to: 
William L. Hughes. District Supervisor, 
Interstate Commerce Commission, 814-B 
Federal Bldg., Baltimore, Md. 21201. 

No. MC 105154 (Sub-No. 8TA>, filed 
March 4, 1975. Applicant: ROBERT O. 
WRIGHT, doing business as STAR VAL¬ 
LEY-JACKSON 8TAGES, 1945 Eagle 
Drive, Idaho Falls. Idaho 83401. Appli¬ 
cant’s representative: Robert G. Wright 
(same address as applicant). Authority 
sought to operate as a common carrier , 
by motor vehicle, over Irregular routes, 
transporting: Passengers and their bag- 
gage In the same vehicle and special and 
charter operations, between Idaho Falls. 
Rigby. Rexburg, Sugar City, Teton City, 
Tetonia and Driggs, Idaho and Grand 
Targhee 8ko Area, for 180 days. Support¬ 
ing shipper: Grand Targhee 8ko Resort. 
East ot City, Rexburg. Idaho 83440. Send 


protests to: C. W. Campbell, District 
Supervisor. Interstate Commerce Com¬ 
mission. 550 West Fort Si. Box o7, Boise, 
Idaho 83724. 

By the Commission. 

(seal 1 Robert L. Oswald, 

Secretary . 

|FR Doc 75-7409 Filed 3-30-75:8 46 Km) 


|NoUce No. 2511 

MOTOR CARRIER TRANSFER 
PROCEEDINGS 

March 21, 1975. 

Application filed for temporary author¬ 
ity under section 210a<b) in connection 
with transfer application und er se ction 
212(b) and transfer rules, 49 CFR Part 
1132: 

No. MC-FC-75740. By application filed 
March 12. 1975, JAME8 DOYLE, doing 
business as DOYLE’S FUEL SERVICE, 
Box 582, Kenal. AK 99611, seeks tempo¬ 
rary authority to lease the operating 
rights of TACHICK FREIGHT LINE, 
INC., Box 488. Soldonta, AK. under sec¬ 
tion 210a(b>. The transfer to JAME8 
DOYLE, doing business as DOYLE’S 
FUEL SERVICE, of the operating rights 


of TACHICK FREIGHT LINE, INC, Is 
presently pending. 

By the Commission. 

(seal! Robert L. Oswald. 

Secretary. 

|FR Doc.75-7407 Piled 3-20-75:8:45 am| 


[Rule 19: Ex Parte No. 241; Exemption 
No. 90. Arndt. No. 2) 

RAILROAD CAR SERVICE 
Expiration of Exemption 

Upon further consideration of Exemp¬ 
tion No. 90 issued November 27. 1974. 

It is ordered . That, under authority 
vested In me by Car Service Rule 19. 
Exemption No. 90 to the Mandatory Car 
Service Rules ordered in Ex Parte No. 
241 be. and it is hereby, amended to 
expire June 15.1975. 

This amendment shall become effective 
March 15. 1975. 

Issued at Washington, D.C.. March 12, 
1975. 

Interstate Commerce 
Commission, 

f seal! R. D. Ptahler. 

|PR Doc.75-7465 Piled 3-20-75:8:45 am) 
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PROPOSED RULES 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 
Food and Drug Administration 
[ 21 CFR Parts 334, 335, 336, 3371 
OVER THE-COUNTER DRUGS 

Proposal To Establish Monographs for OTC 

Laxative, Antidiarrheal, Emetic, and Anti- 

emetic Products 

Pursuant to Part 330 <21 CFR Part 
330). the Commissioner of Food and 
Drugs received on February 10, 1975. the 
report of the Advisory Review Panel on 
over-the-counter (OTC> laxative, anti¬ 
diarrheal. emetic and antiemetic drug 
products. In accordance with $ 330.10 
<a)<6’, the Commissioner is issuing <1> 
a proposed regulation containing the 
monographs recommended by the Panel 
establishing conditions under which 
OTC laxative. antidiarrheaL emetic and 
antiemetic drugs are generally recog¬ 
nized as safe and effective and not mis¬ 
branded, <2> a statement of the condi¬ 
tions excluded from the monograph on 
the basis of a determination by the Panel 
that they would result in the drugs not 
being generally recognized as safe and 
effective or would result In misbranding. 
(3) a statement of the conditions ex¬ 
cluded from the monograph on the basis 
of a determination by the Panel that the 
available data are Insufficient to classify 
such conditions under either (1) or <2) 
above, and <4) the conclusions and rec¬ 
ommendations of the Panel to the Com¬ 
missioner. The summary minutes of the 
Panel meetings ore on public display in 
the Office of the Hearing Clerk. Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20852. 

The purpose of issuing the unaltered 
conclusions and recommendations of the 
Panel is to stimulate discussion, evalua¬ 
tion. and comment on the full sweep of 
the Panel’s deliberations. The Commis¬ 
sioner has not yet evaluated the report, 
but has concluded that it should first be 
issued as a formal proposal in order to 
obtain full public comment before any 
decision is made on the recommendations 
of the Panel. The report of this Panel 
represents their best scientific Judgment. 
It has been prepared independently of 
the Food and Drug Administration and 
does not necessarily reflect the Agency's 
position on any particular matter con¬ 
tained therein. After a careful review of 
this document and all comments sub¬ 
mitted in response to it, the Commis¬ 
sioner will prepare a tentative Anal reg¬ 
ulation to establish monographs for OTC 
laxative, antidiarrheal, emetic and anti- 
emetic products. 

In accordance with ft 330.10(a) <2), all 
data and information concerning OTC 
laxntive, antidiarrheal, emetic, and anti¬ 
emetic drug products submitted for con¬ 
sideration by the Advisory Review Panel 
have been handled as confidential by the 
Panel and the Food and Drug Adminis¬ 
tration. All such data and information 
shall be put on public display at the office 
of the Hearing Clerk. Food and Drug Ad¬ 
ministration, on or before April 21. 1975. 


except to the extent that the person sub¬ 
mitting it demonstrates that it stiU fells 
within the confidentiality provisions of 
18 UD.C. 1905 or section 30KJ) of Uic 
Federal Food, Drug, and Cosmetic Act 
<21 UJ3.C. 331 < J >). Requests for confi¬ 
dentiality shall be submitted to the Food 
and Drug Administration. Bureau of 
Drugs. Division of OTC Drug Products 
Evaluation (HFD-109). 5600 Fishers 

Lane. Rockville. MD 20852. 

Based upon the conclusions and recom¬ 
mendations of the Pane), the Commis¬ 
sioner proposes, upon publication of the 
Anal regulation: 

1. That the monograph (Category I) 
be effective 30 days after the date of pub¬ 
lication of the final monograph in the 
Federal Register. 

2. That the conditions excluded from 
the monograph on the basis of the 
Panel’s determination that they would 
result in the drug not being generally 
recognized as safe and effective or would 
result in misbranding (Category ID be 
eliminated from OTC drug product? ef¬ 
fective 6 months after the date of pub¬ 
lication of the final monograph in the 
Federal Register, regardless whether 
further testing is undertaken to Justify 
their future use. 

3. That the conditions excluded from 
the monograph on the basis of the 
Panel’s determination that the available 
data are insufficient to classify such con¬ 
ditions either as generally recognized as 
safe and effective and not misbranded 
or os not being generally recognized as 
safe and effective or would result in mis¬ 
branding (Category III) be permitted to 
remain in use for 2 years after the date 
of publication of the final monograph in 
the Federal Register. If the manufac¬ 
turer or distributor of any such drug 
utilizing such conditions in the interim 
conducts tests and studies adequate and 
appropriate to satisfy the questions 
raised with respect to the particular con¬ 
dition by the Panel. 

The conclusions and recommendations 
contained in the report of the Advisory 
Review Panel on OTC laxative, antidiar- 
rheil, emetic and antiemetic drug prod¬ 
ucts to the Commissioner are as follows: 

In the Ftderal Register of January 5, 
1972 (37 FR 85), the Commissioner of 
Food and Drags announced a proposed 
review of the safety, effectiveness and 
labeling of all OTC drugs by independent 
advisory review panels. On May 8. 1972, 
the Commissioner signed the final regu¬ 
lations providing for the OTC drug re¬ 
view under } 330.10 (formerly $ 130.301) 
published in the Federal Register of 
May 11. 1972 (37 FR 9164), which were 
made effective Immediately. Pursuant to 
these regulations the Commissioner Is¬ 
sued a request for data and information 
on all laxative, antidiarrheal, emetic, and 
antiemetic active ingredients in drug 
products, in the Federal Register of Feb¬ 
ruary 8. 1973 (38 FR 3614). 

The Commissioner appointed the fol¬ 
lowing panel to review the data and in¬ 
formation submitted, and to prepare a 
report on the safety, effectiveness, and 
labeling of OTC laxative, antidiarrheal, 


emetic, and antiemetic drug products 
pursuant to i 330.10(a) (1): 

Nicholas C. Hightower, Jr, MD, Ph D. 

Chairman 

Carol R. Angle. M.D, 

Jxtnc\ C. Cain. M D. 

Ivon E. Danhof. MD.. Ph. D. 

Jame» W. Freaton, MD.. Ph. D 
Albert L. Plcchloni. Ph.D, 

Sheila West, Ph&nn D. 

The Panel was first convened on 
April 30, 1973, in an organizational meet¬ 
ing. Working meetings were held on June 
15—16, August 3-4. September 21-22. No¬ 
vember 16-17, 1973: January 25-26. April 
5-6. May 31-June 1. July 19-20. Septem¬ 
ber 26-28, October 11. and November 11, 
1974, and January 24-25, 1975. All Panel 
members attended all meetings. 

Four non-voting liaison representa¬ 
tives served on the Panel, Mrs. Dennis 
Hanson, nominated by an ad hoc group 
of consumer organizations, served until 
she resigned from the Panel in Septem¬ 
ber 1973, and was replaced by Mr. Kevin 
V. Brennan, also nominated by the con¬ 
sumer organizations. William E. O'Mal¬ 
ley. M.D., Ph. D.. nominated by the Pro¬ 
prietary Association, served until he re¬ 
signed from the Panel in April 1974 and 
was replaced by Hugh Miller, M.D., also 
nominated by the Proprietary Associa¬ 
tion. 

Pierre J. Dcslturicrs. an employee of 
the Food and Drug Administration, 
served as Executive Secretary to the 
Panel. John T. McElroy, J.D., an em¬ 
ployee of the Food and Drug Administra¬ 
tion, served as Panel Administrator. Lee 
Quon, R. Ph.. served as Drug Informa¬ 
tion Analyst until August 1973, followed 
by Thomas H. Gingrich. R. Ph. 

In addition to the Panel members and 
liaison representatives, the Panel utilized 
the advice of the following consultants: 

K. Ashgar, Ph. D. 

William Baclirach. Ph. D.. MD 
June*. Chrlstearen. M.D. 

C. A. Dujovnc. M D, 

Asher Grayblol. MD. 

Walter Hansen 
A. F. Hofmann. MD. 

C. T. O. King, Ph. D. 

J. Lamar. Ph. D 
Henry Lauren*. M.D. 

Albert I. Mendeloff. M D. 

L, F. Schocnfleld. Ph. D., MD. 

Samuel Shapiro. M D. 

J. L. ThliUe. MD 
Richard L Wlkoff. Ph D. 

James O. Wilson. Ph. D. 

The following individuals were given 
an opportunity to appear before the 
Panel to express their views either at 
their own or the Panel’s request: 

Clealand Baker 
Paul Ba*a. Ph. D. 

Iran T. Beck. M D 
E w Cantrell. Ph. D. 

Charles S David. MD. 

Bruce Doerr. D V.M 
Herbert L. Dupont, M D. 

Mtrhael Hoapodor, Ph. D. 

C. H. KrmtochvU, MD. Ph. D. 

Ben Marr Lanmnn. M.D. 

Harry Leyland. Ph. D. 

Stanley Lorber, MD. 

H J. Lute 

Robert M. Ree*, M.D. 

David 8chllchtlng, Ph. D. 

C Boyd Shaffer. Ph. D. 
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No person who so requested was denied 
an opportunity to appear before the 
Panel. 

Because the charge to the Panel re¬ 
quired the review of four classes of OTC 
drugs (Le. laxative, antldiarrheal. emetic 
and antiemetic drugs), the Panel has 
prepared its conclusions and recom¬ 
mendations In four separate sections. 
Each section covers the submission of 
data and information, a listing of 
claimed active ingredients, tmd the clas¬ 
sification of the ingredients by the Panel 
for each class of OTC drugs. 

The Panel has thoroughly reviewed 
the literature, and the various data sub¬ 
missions. has listened to additional testi¬ 
mony from interested parties and has 
considered all pertinent data and infor¬ 
mation submitted through September 28. 
1971, in arriving at its conclusions and 
recommendations. 

In accordance with the OTC drug re¬ 
view regulations <21 CFR 330.10), the 
Panel's findings with respect to these 
classes of drugs are set out in three cate¬ 
gories: 

I. Conditions under which laxative 
products are generally recognized as safe 
and effective and are not misbranded. 

Ef. Conditions under which laxative 
products are not generally recognized as 
safe and effective or arc misbranded. 

in. Conditions for which the available 
data are insufficient to permit final clas¬ 
sification at this time. 

The Panel recommends the following 
for each category of drugs: 

1. That the monograph (Category I) 
be effective 30 days after the date of 
publication of th3 final monograph In the 
Federal Register. 

2 . That the conditions excluded from 
the monograph on the basis of the 
Panel's determination that they would 
result in the drug not being generally 
recognized as safe and effective or would 
result In misbranding (Category II) be 
eliminated from OTC drug products ef¬ 
fective 6 months after the date of publi¬ 
cation of the final monograph in the 
Federal Register, regardless whether 
further testing is undertaken to Justify 
their future use. 

3. That the conditions excluded from 
the monograph on the basis of the Panel's 
determination that the available data 
are insufficient to classify such condi¬ 
tions either as generally recognized as 
safe and effective and not misbranded 
or as not being generally recognized as 
safe and effective or would result in mis¬ 
branding (Category III) be permitted to 
remain in use for 2 years after the date 
of publication of the final monograph 
in the Federal Register, if the manufac¬ 
turer or distributor of any such drug 
utilizing such conditions in the interim 
conducts tests and studies adequate and 
appropriate to satisfy the questions 
raised with respect to the particular con¬ 
dition by the Panel. 

I. Laxatives 

Pursuant to the notice published in 
the Federal Register of February 8. 1973 
(38 FR 3014) requeuing the submission 
of data and Information of OTC laxative 
drugs, the following firms made submis¬ 
sions relating to marketed products: 


A. Data and Information Submissions 


Firm 

Abbott Laboratories, North Chicago. XU. 60064 
Bee c ham, lac. CM ton. N.J. 07012 

Boehringer Xngolhelm Ltd.. Elmaford. N.Y. 

loan. 

Brlston-Myera Co.. New York, N.Y. 10022_ 

Burton, Parson A Co., lac., Washington. D.C. 
20027. 

Carter Wallace. Inc., Cranbury, N J. 06512.. 
Chattcm Drug St Chemical Co.. Chatt&uooga. 
Tenn. 37400. 

Combe Inc.. White Plain*, N.Y. 10004. 

Cooper Laboratories. Inc., Cedar Knoll, NJ. 
07927. 

Denver Chemical Manufacturing Oo., Stam¬ 
ford. Conn. 06904. 

Dorsey Laboratories, Lincoln, Nebr. 68501—. 
Ex-Lax. Inc, Brooklyn, N.Y. 11217. 

C. B. Fleet Co„ Inc., Lynchburg, Va. 24506.... 


For act Laboratories, Inc.. New York, N.Y. 
10022. 

Gray Pharmaceutical Co., Norwalk. Conn. 
06586. 

Hoechst Roussel Pharmaceuticals, Inc.. 8 om- 
ervUie. NJ.08B76. 

ICI, United States, Inc.. Wilmington, Del. 
19899. 

Lewie Howe Co.. 8 alnt Louis, Mo. 63102__ 

Marcen Laboratories. Inc.. New Rochelle. N.Y. 
10801. 

Merit Remedy Co.. Dayton, Ohio 45405__ 

Miles Laboratories, Inc.. Elkhart. Ind. 46614.. 
National Magnesia Co., Inc., Brooklyn. N.Y. 
11227. 

Parke. Darla and Co.. Detroit, Mich. 48232.. 


Pharmaseal Laboratories. Inc., Irwlndale. 
Calif. 91706. 

Plough, Inc.. Memphis, Tenn. 38101_ 

The Purdue Frederick Oo.. Norwalk, Conn. 
06856. 


Rlker Laboratories, Inc., Northrldge, Calif. 
91234. 

Gandoa Pharmaceutical*. East Hanover, NJ. 
07936. 

Scott Laboratories, Inc.. Corpus Chrtsti, Tex. 
78408 

Searle Laboratories, Chicago, III. 60680_ 

B. R Squibb St 80 ns, Inc.. New Brunswick. 
N.J. 08903. 

Sterling Drug Inc., New York, N.Y. 10016_ 


Stuart Pharmaceutical* (See ICI United 
States, Inc.), 

The Upjohn Oo., Kalamazoo, Mich. 49001__ 


USV Pharmaceutical Corp„ Tuck shoe, N.Y. 
10707. 

Warner Lambert Oo., Morris Plains, NJ. 
07950. 

Warren Teed Pharmaceutical. Inc., Columbus. 
Ohio 43215. 


Marketed Products 

MalUntpox. Maltsupex Film tab. 

Syllamalt Effervescent, Syllamalt Powder, 
Kno. 

Dulcoax Suppositories, Dulcolax Tablets. 

Bran Tablets. Sal Hcpat tea. 

Konsyl, L, A. Formula. Psyllium Hydrophlllo 
Muclllotd with Dextrose. 

Carter's Little Pills. 

Black-Draught Oranulated. Black-Draught 
Powder. Black-Draught 8 enna-Lax Tablet, 
Syrup of Black-Draught. 

Espotabs. 

Kondremul Plain. Kondremul with Cascara, 
Kondremul with Phenophthuleln. Neo- 
Kondremul. 

Rectal ad Enema. 

Vacuetts Suppositories. 

Ex-Lax Chocolated, Ex-Lax Instant Mix, Ex- 
Lax Un flavored. 

Fleet Phospho-Soda. Fleet Pho&pbo-Soda 
Flavored. Fleet Enema, Fleet Enema Pedi¬ 
atric. 

Mcl-o-Lax. 

X-Prep Liquid, X-Prep Powder. 

Doxan. Doxldan, Doxlnate, Doxinate Solution, 
8 urfak. 

Dlalcso, Dtalose Plus, Effersylllum Instant 
Mix. 

Milk of Magnesia (concentrated), Nature's 
Remedy Juniors, Nature's Remedy Regular. 

Acelax. 

Gall-Solve. Merit Cathartics. 

Dec hollo. 

Citrate of Magnesia. 

Alophen Pills, C .vicar a 8 agrada Aromatic, 
Coscara Sagrada Fluid-extrict Aromatic, 
Cascara Sagrada Extract FUmseal, Cas- 
Evac, Deal col. DeS-S, D-S-3 Plus, Ocriplex. 
FS. Gcrtplex FS, Gerlplex F3 Liquid. Oly- 
ccrln Suppositories. Milk of Magnesia, 
USP. Slblln. Slblln Tablet*. Tabron. 

Oil Retention Enema. Slgmol Enema. 

CorrectoJ. Fenn-A-Mlnt, Feen-A-Mlnt Chew¬ 
ing Gum. 8 xraka. 

Gent lax Granules. Gentlax-S. Oentlax Tablet. 
Senokap DSS Capsules, fter.okot, Senokot 
Granules. Senokot Buppoeitorlea, Senokot 
Syrup. Senokot with Psyllium. 

Dorbane. Dorbanthyl. Dorbantyl Forte. 

Olyaennld. 

Castor Oil. Citrate of Magnesia. Glycerine 

Metamucll Instant Mix, Metamucll Powder. 

Castor Oil, Glycerine Suppositories, Milk of 
Magnesia, Milk of Magnesia Tablets, Min¬ 
eral Oil. Mlnt-O-Mag 

Andrews Salts. Caro Id and BUe Salts. Dr. 
Caldwell Senna Laxative. Fletcher's Cas¬ 
tor la. Haley's M-O. MU Par. Muclloee 
Flakes. Mucllose Oranules, MucUoae Pow¬ 
der. Phillips' Milk of Magnesia, Phillips' 
Milk of Magnesia Tablets, Sal Andrews. 


Bile Salts-Phenophthaleln Compound, Casa- 
kol Capsules, Casylllum, Hydroloae Syrup, 
Imbtcotl with Vttamln Bl, ImblcoU with 
Cascara. Phenol ax, Polykol. 

Neo-CultoL 

Cello thyL, Veracolate. 

Modane. Modane Mild. 
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Whitehall Laboratories, Inc, New York. N Y. 
10017. 

J. B. Williams Oo., Inc,. Cranford, N J. 07016. _ 


Wyeth Labomtortoa. Inc., Philadelphia. Pa. 
10101 


Petro Sylllum No. 1 Plain, Petro SylUum No. 

2 with PhcnolphUuUeln. Preparation H 

Regulator. 

Scrutan Concentrated Powder. Scmtan Con¬ 
centrated Powder. Prult Flavored. Scrutan 
Toasted Granule*. 

Cascara Petrogilar. Glycerin Suppositories, 
Adult. Glycerin Suppositories for Infanta 
and Young Children, Petrogalar. Phen- 
olphthaleln Petrogalar. 


In addition, the following firms made related submissions: 

Firm Submissions 

American Cyanamld Co. Pearl River, N.Y. Diocty) Sodium Sulfoauednata. 

10065. _ 

Merrick Medicine 00„ Waco. Tex. 7670S. Rhubarb Fluldextract. 


B. Labeled Ingredients Contained in 
Submitted Products 

Agar 

Aloe 

Aloln 

Belladonna extract 
Bile, desiccated whole 
Bile salts 
Bteaeodyl 

Bismuth subnitrate 
Bran tablets 
Calicum hydroxide 
d-Calcium pantothenate 
Capsicum 

Carold <digestive enxyme from Corioa pa¬ 
paya) 

Carrageenan (Chondrus crUpus) 

Caacara aagrada 
Cascara atgrada bark 
C&scara asgroda extract 
Cascara aagrada fluid extract 
Cason throned 
Castor oil 

Citric acid, anhydrous 

Danthron 

Dehydrocholtc add 

Dtoctyl calcium atilfoeticdnate 

Dloctyl potassium sul/osucclnate 

Dloctyl sodium sulfoeuoctaste 

Dlsodium phosphate 

FrangtUa 

Ginger 

Oiyoerln 

Guar gum 

Ipecac powder 

Karaya (sterculia) 

Magnesium citrate, anhydrous trihaaic 

Magnesium hydroxide 

Magnesium sulfate dlhydraU 

Malt soup extract 

Methylcell ulooe 

Mineral oil 

Monoeodlum phosphate 

Oxgall 

Papain 

Phcnolph thole in 
Phenolphthalelc. yellow 
Plantago ovata husk 
PI an logo seed 

Podophyllum resin (podophytlln) 

Poloxalkd (polyfcol. polymers of ethylene 
and propylene oxide) 

Potassium carbonate 
Prune concentrate dehydrate 
Prune powder 
Psyllium, bemlceiluloee of 
Psyllium hydrophilic muclllold (payillum hy- 
drocollold) 

Psyllium teed husks, blond 
Psyllium seed husks 
Psyllium seed 
Rhubarb fluldextract 
Senna 

Senna concentrate 
Senna fruit extract 
Sennoaides A and B 
Sodium acid pyrophosphate 


Sodium hi phosphate 

Sodium carbonate 

Sodium carbaxymcthylcelluloee 

Sodium citrate, anhydrous tribasic 

Sodium oleate 

Sodium phosphate 

Sorbitol 

Tartaric acid 

Thiamin 

Vitamins (multivitamins) and minerals 

The Panel also undertook a review of 
the following: 

Bran, dietary 
Calomel 

Laxative resins (colocynth. elaterin, gam¬ 
boge. »pomes and jalap) 

Polycar bophil 

C. Constipation and the Use of OTC 

Laxatives 

In norland's Medical Dictionary "con¬ 
stipation"’ Is defined simply as "Infre¬ 
quent, or difficult evacuation of the 
feces” (Ref. 1). The Panel Is unable to 
improve upon this simple definition. 

In the United 8tates. preoccupation 
with the bowel seems to be the concern 
of a significant proportion of our impu¬ 
tation judging from the inordinately 
large number of laxative agents available 
and by the significant expenditure for 
OTC laxatives (Refs. 2 and 3). The Panel 
Is of the opinion that a targe segment of 
the population Is not only "bowel-con¬ 
scious” but also has many misconcep¬ 
tions of normal bowel function. The laity 
is tinder the Impression that serious and 
health endangering consequences will oc¬ 
cur if the bowel is not evacuated dolly. 

The Panel Is of the opinion that there 
is widespread overuse of self-prescribed 
laxatives. Extensive advertising by the 
pharmaceutical industry has contributed 
to this problem. The Panel Is aware that 
the FDA is limited in Its Jurisdiction to 
package labeling and not to advertising. 
However, the Panel Is concerned that 
control of package labeling alone may be 
insufficient in assuring proper use of lax¬ 
ative agents. The Panel is hopeful that 
as a result of this review that all forms 
of advertising will be monitored by those 
having the appropriate jurisdiction, to 
Insure that adequate warning and cau¬ 
tionary statements as found in product 
labeling will be carried over and Incor¬ 
porated in all advertising and promo¬ 
tional activities for these products. 

Only recently have quantitative data 
become available to better define the nor¬ 


mal bowel habits in man. In one study 
of 115 healthy adult men. stool weight, 
consistency, and time of evacuation were 
recorded on 8,267 stools. The ages of the 
subjects ranged from 20 to 57 years. The 
average stool weight was 123.6 grams; 
average interval between stools was 27.8 
hours, with a range of 9 to 57 hours. Sub¬ 
jective estimates of consistency showed 
that 16 percent or the stools were firm; 
36 percent semiformed. 15 percent soft 
or mushy, and 3 percent loose, watery’ 
or dtarrhetic (Ref. 4>. Prom a social and 
psychological viewpoint, the subjects in 
this study cannot be considered repre¬ 
sentative of the normal population be¬ 
cause they were prisoners in a minimal 
custody Federal Correction Institution. 
However, the Panel considers the data of 
value In defining bowel habits under 
controlled conditions. 

In another study, 1,055 Industrial work¬ 
ers in the greater London area were In¬ 
terviewed regarding bowel habits. This 
group was composed of 655 women and 
400 men. Also Included In this study, were 
400 patients of a family practitioner In 
Northwest London, including 134 males 
and 266 females who had no known dis¬ 
eases of the gastrointestinal tract. The 
ages of the patients ranged from 1 year 
to over 70. It was found that 99.3 percent 
of the Industrial workers and 98 25 per¬ 
cent of the patients were within the fre¬ 
quency limits of 3 bowel movements per 
week to 3 bowel movements per day (Ref. 
5>. From these resulte. it Is suggested 
that fewer than 3 bowel movements per 
week or more than 3 bowel movements 
per day are unusual. No simple correla¬ 
tion was observed between bowel habits 
and age. 

There was a positive correlation be¬ 
tween increasing bowel frequency and 
the subject's opinion of the stool being 
"loose." Th? proportion of subjects who 
took laxatives Increased with age In both 
groups studied (Ref. 5). The frequency 
limits suggested by this study are poten¬ 
tially biased, as 20 percent of all subjects 
Interviewed took a laxative more than 
once a week. However, the Panel consid¬ 
ers the data a contribution In the study 
of bowel habits In the population. 

The terms "laxative”, "cathartic", and 
"purgative” are frequently confused. All 
three terms denote agents that act to 
promote evacuation of the bowel; the dif¬ 
ference between the terms Is largely one 
of degree. The terms "cathartic” and 
"purgative” are Interchangeable and arc 
best defined as agents which quickly pro¬ 
duce bowel evacuation and obvious al¬ 
teration of stool consistency (Ref. 6). 
These actions In a laxative agent arc 
less pronounced. Large doses of a laxa¬ 
tive may produce a cathartic effect. For 
purposes of simplicity and consistency 
only the term "laxative” will be used in 
this report. 

Prolonged taxntive use can seriously 
Impair normal bowel function. Use of 
laxatives for acute abdominal pain, vom¬ 
iting. and other digestive symptoms can 
lead to serious complications. The Panel 
is of the opinion that simple constipa¬ 
tion most often results from improper 
diet. Inadequate fluid Intake, possibly ln- 
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sufficient exercise and/or from a change 
of habits due to travel. There are few 
valid Indications for the use of laxatives. 
Relief for simple constipation often may 
be achieved by proper diet, including 
foods with adequate fiber content, ade¬ 
quate fluid intake, and the prompt re¬ 
sponse to the urge to evacuate the bowels. 
The Panel is concerned because many 
people are using laxatives that don't need 
them < Refs. 4 and 5). 
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D. Labeling or Laxatives 

The Panel reviewed the general and 
specific labeling requirements previously 
adopted by the Pood and Drug Adminis¬ 
tration for OTC laxative preparations. 
These requirements rrovidc for labeling 
information concerning the identity of 
Ingredients, directions for use. and gen¬ 
eral and specific warnings. The Panel 
concurs that these requirements ore ap¬ 
propriate for OTC laxative preparations 
and the labeling will be discussed else¬ 
where in this document. 

After review of all labels of OTC lax¬ 
ative preparations submitted, tin Panel 
recommends the following additional 
requirements: 

1. /fidicattonj. The indications for use 
of a laxative should be simple and clearly 
stated. If the product Is taken for spe¬ 
cific Indications such as to increase the 
frequency of bowel movements, to soften 
the 8tool, or to Increase the bulk of the 
stool, the label should so state. The di¬ 
rections for use should be clear and pro¬ 
vide the user a reasonable expectation of 
the results anticipated from use of the 
product. Statements of Indications for 
use should be specific and confined to the 
conditions the product Is recommended 
for such as infrequent, difficult, or pain¬ 
ful passage of stools. No reference should 
bo made, or implied, regarding the alle¬ 
viation or relief of symptoms unrelated 
to the condition that is an indication for 
use of the product 

2 . Ingredients. Laxative products 
should contain only active Ingredient(s) 
plus such inactive ingredients as may 
be necessary for formulation. The label 
should state In metric units the quan¬ 
tity of each active Ingredient contained 
in the recommended dose. e.g.. teaspoon¬ 
ful, tablet, etc. 
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A product containing more than 1.0 
mEq (23 mg) sodium per maximum daily 
dose should be labeled as to the sodium 
content per dosage unit. Furthermore. 
If the product contains more than 15 
mEq (345 mg) sodium in the maximum 
recommended daily dose, the label should 
state: "Do not use this product except 
under the advice and supervision of a 
physician if you ere on a low salt diet." 
And In addition, M Do not use this product 
except under the advice and supervision 
of a physician If you have kidney 

disease." 

If the product contains more than 25 
mEq <975 mg) potassium in the maxi¬ 
mum recommended daily dose, labeling 
should state: "Do not use this product 
except under the odvice and supervision 
of a physician If you have kidney 

disease." 

If the product contains more than 50 
mEq (600 mg) magnesium in the maxi¬ 
mum recommended dolly dose, the la¬ 
beling should state: 

Do not u bo this product except under the 
advice and supervision or a physician If you 
have kidney disease. 

The Panel strongly recommends that 
all inactive Ingredients be listed with or 
without a statement of their quantity, 
since the consumer may need to know for 
a variety of reasons, the ingredient in 
a product. However, the product cannot 
be promoted on the basis of Its inactive 
Ingredients, nor can the label emphasize 
the inclusion of the Inactive Ingredients. 

3. Mode of action . The Panel reviewed 
and concurred with the regulation <21 
CFR 1.102a) for over-the-counter drug 
and device identity labeling in package 
form which states: 

a. "The principal display panel of an 
over-the-counter drug or device In pack¬ 
age form shall bear as one of Its prin¬ 
cipal features a statement of the Iden¬ 
tity of the commodity. 

b. "Such statement of Identity shall 
be In terms of the established name of 
the drug, if any there be, followed by an 
accurate statement of the general phar¬ 
macological category (categories) of the 
drug or the principal intended action (s) 
of the drug. In the case of an over-the- 
counter drug that is a mixture nnd that 
has no established name, this require¬ 
ment shall be deemed to be satisfied by 
a prominent and conspicuous statement 
of the general pharmacological action(s) 
of the mixture or of its principal intended 
action(s) In terms that are meaningful 
to the layman. Such statements shall be 
placed In direct conjunction with the 
most prominent display of the proprie¬ 
tary name or designation and shall em¬ 
ploy terms descriptive of general phar¬ 
macological category (categories) or 
principal intended action (s): for ex¬ 
ample. 'laxative*, 4 antldiarrhealVemctlc\ 
'ftntiemetic'. etc. The indications for use 
shall be Included in the directions for 
use of the drug, as required by section 
502(f)(1) of the act and by the regula¬ 
tions in this part. 

c. "The statement of Identity shall bo 
presented In bold face type on the prin¬ 
cipal display panel, shall be In a size 
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reasonably related to the most promi¬ 
nent printed matter on such panel, and 
shall be In lines generally parallel to 
the base on which the package rests as 
it is designed to be displayed," 

Thus a prominent and conspicuous 
statement must be mr.de of general phar¬ 
macologic action. In addition, the Panel 
recommends that the label contain a 
clear indication of the category of laxa¬ 
tive as described below in paragraph E 
with the specific modes of action when 
known so that the consumer’s expecta¬ 
tion Is correct: for example, a bulk form¬ 
ing laxative promotes the evacuation of 
the bowel by Increasing bulk volume and 
water content of the stools. 

4. Effectiveness and claimed advan» 
tages. Effectiveness must be defined with¬ 
out vague or unsupported claims. Phras¬ 
ing that promises general benefits In good 
health or well being or warns against the 
hazards of constipation Is unproven nnd 
thus unacceptable. Undocumented claims 
that laxatives relieve "Indigestion," "ex¬ 
cessive belching," "after-meal discom¬ 
fort." "headaches," or “biliousness" fos¬ 
ter the notion among the laity that such 
symptoms are caused by constipation. 
Such claims ore not supported by scien¬ 
tific evidence and thus arc not accept¬ 
able. The Panel has no objection to 
statements regarding the source of the 
laxative Ingredient. However, the sug¬ 
gestion that a laxative is somehow "nat¬ 
ural" because of its source is misleading, 
because It Implies that the product or In¬ 
gredient Is a "natural way" to induce 
laxatlon. It is not considered "natural" 
to take any laxative. 

The Panel found no evidence for claims 
that any laxative has a particular advan¬ 
tage for Individuals simply on the basis 
of sex. age. or other demographic char¬ 
acteristics. However, bulk-forming lax¬ 
atives may be Justified in individuals who 
consume a diet low in fiber content. 

Reference to pal stability should not 
be uied to support claims of effectiveness 
or to promote frequent and continued 
use. nor should it dominate the label. 

5. Directions for use. The label should 
include a clear statement of the usually 
effective, minimum and maximum dose 
per time interval, broken down by age 
groups, and if appropriate, may be fol¬ 
lowed by "except under the advice and 
supervision of a physician." It is axio¬ 
matic and should be emphasized that 
the smallest dose of a laxative that is 
effective is the optimal dose to use. 

6 . Warnings. The Panel has reviewed 
the current regulation (21 CFR 369.20) 
regarding labeling of laxatives which 
states: 

Warning. —Do not use when abdominal 
pain, natirea. or vomiting are present. Fre¬ 
quent or prolonged use of this preparation 
may result in dependence on laxatives. 

Mercury preparations should have added to 
the 'frequent use* statement, the words 'and 
serious mercury poisoning.' 

Phcnolphthalcln preparations should bear, 
In addition to the general warning, the fol¬ 
lowing statement: 

Caution. —If skin rash appears, do not use 
this or any other preparation containing 
phcnolphthalcln. 
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The Panel found It difficult to clearly 
define the word "dependence" as It ap¬ 
pears in the regulation, and recommends 
deletion of the following warning on all 
laxative labels: "Frequent or prolonged 
use of this preparation may result in de¬ 
pendence on laxatives." Specific warn¬ 
ings concerning laxative dependency is 
listed with the Panel's recommendations 
for each class of laxative ingredient. 

The Panel concluded that the warning 
regarding mercury is now inappropriate 
since the Panel has recommended re¬ 
moval of such preparations from OTC? 
status. (See discussion for Calomel below 
In the Category II laxative active in¬ 
gredient statement.) Warnings for re¬ 
actions considered by the Panel to be of 
sufficient frequency or severity will be 
listed with the Panel s recommendation 
regarding each class of active ingredi¬ 
ents. The warning should be accom¬ 
panied by specific instructions for avoid¬ 
ing specific side effects (e.g., labels of 
bulk-forming laxatives should state 
"drink a full glass of liquid with each 
dose." and directions should a side effect 
occur <e«.. "stop medication at once and 
consult a physician"). 

The label must also contain a warn¬ 
ing as follows: 

If you hlire noticed a sodden change In 
bowel habits that persists over a period of 
2 weeks, consult a physician before using a 
laxative If the recommended use of this 
product for I week has had no effect, dlaocm- 
Unue use and consult a physician. 

The reason for this recommendation 
is that a sudden change in bowel habits 
may be due to serious disease (e.g.. can¬ 
cer. stricture >. and the continued use of 
a laxative may delay diagnosis of such 
conditions. The Panel is of the opinion 
that the available scientific evidence 
shows that very few indications warrant 
the use of any laxative beyond 1 week, 
except under the advice of a physician. 

E. DEFINITIONS AND CLASSIFICATION OF 
Active Ingredients 

The Panel adopted the definitions 
Identified below and elected to classify 
the active ingredients of laxative prod¬ 
ucts on the basis of the usually accepted 
pharmacological classes as follows: 

1. Adequate liquid intake . The inges¬ 
tion of a full glass (8 oz.) of liquid with 
each dose. 

2. Aoe (dosage) range. Infant (not 
more than 2 years). child (2 years and 
over but not more than 12 years), and 
adult (12 years and over). 

3. Bulk forming laxative. An agent that 
promotes the evacuation of the bowel 
by Increasing bulk volume and water 
content of the stools. 

4. Constipation. Infrequent, or difficult 
bowel movement. 

5. Hyperosmotic laxative. An agent 
that attracts water into the stool. 

6. Laxative. Any agent used for the 
relief of constipation. 

7. Lubricant laxative. An agent that 
lubricates the contents of the intestinal 
tract, thus promoting easier bowel move¬ 
ments. 


8. Oral Dosage. The dosage range 
(minimum and maximum amounts) that 
Is generally recognized as safe and effec¬ 
tive by mouth. 

9. Rectal dosage. The dosage range 
(minimum and maximum) that is gen¬ 
erally recognized as safe and effective 
by rectum. 

10. Saline laxative. An agent that In¬ 
creases water in the intestine thereby 
promoting bowel movement. 

1L Short-term use. Use of a laxative 
for no longer that a 1 week period. 

12. Stimulant laxative . An agent that 
promotes bowel movement by one or 
more direct actions on the Intestine. 

13. Stool softner laxative. An agent 
that penetrates and softens the stooL 

It is recognized that the mode of ac¬ 
tion of some Ingredients is unknown or 
different from that described In some 
textbooks and older literature. For ex¬ 
ample. It is now’ known that at least 
some "stimulant" laxatives promote tax¬ 
ation by means other than "stimulating" 
peristalsis. Nevertheless, the traditional 
classification Is used for simplicity, and 
the mode of action, when known, is de¬ 
scribed for each ingredient 

The Pond found that many laxative 
products contained more than one active 
Ingredient. In some of these products, 
the amount of one or more of the active 
ingredients is considered irrational in 
that the amount of the ingredient is as 
little as one-tenth of the recommended 
effective dose. The Panel concluded that 
any ingredient causing laxation at an 
appropriate dosage Is considered to be 
an active agent. 

F. Review of Active Ingredients 

The Panel reviewed all claimed active 
ingredients which were the subject of 
submissions made to and accepted by the 
Panel. In addition, the Panel reviewed 
bran (dietary), calomel, laxative resins 
(colocynth. elaterin, gamboge, ipomea 
and Jalap) and polycarbophil. The Panel 
considered all pertinent data and infor¬ 
mation in arriving at Us conclusions and 
recommendations. 

1. Conditions under which laxative 
products are generally recognised as safe 
and effective and are not misbranded. 
Alter carefully reviewing all data avail¬ 
able to the Panel the following laxative 
ingredients identified below were classi¬ 
fied as safe and effective and not mis¬ 
branded : 

Bulk Fokming Laxatives 
Bran. Dietary 

Cellulose derivatives, semi-synthetic (meth- 

y Ice Uu lose, sodium carboxymeihyloellu- 

lose) 

KxrxyA (Stcrculla Gum) 

Melt Soup Extract 
PolymrbophU 
Psyllium Preparation* 

Pi an (ago seeds 
Plantago ovate busks 
Psyllium, homtcellulose at 
Psyliium. hydrophilic mucUldd (psyl¬ 
lium hydroooUold) 

Psyllium seed 
Psyllium seed, blond 
Psyllium seed husks 


enavuRT Laxatives 

Anthraqutoones 

Aloe 

Gfescara sagrada preparations 

Aromatic caacara fluid extract 
Caaantbrxnol 
Ciscara sagrada bark 
Cascara eagrada fiuldextract 
Caacarm sag rad a extract 
Danthron 
Senna preparations 
Senna leaf powder 
Senna fluid extract 
Senna fruit extract 
Senna syrups 

Sen nee ides A and B. crystalline 
Senna pod concentrate 
■tooodyt 

Castor oU 

DchydrocholJc acid 

Phenolphtbalein (white or yellow) 

Sawn* Laxatives 

Magnesium salts 

Magnesium citrate 
Magnesium hydroxide 
Magnesium sulfate 
Phosphate preparations (combined) 

Disodlum Phosphate 
Monceodlum Thosphate 
Sodium B»phosphate 
Sodium Phosphate 

HrmosMonc Laxattvbj 

Glycerin 

Sorbito l 

LuimrcAHT UiAims 

Mineral oil, emulsified 
Mineral oU. plain 

Stool Softxnex Laxatives 

8ulfo*uccinate preparations 

Dioctyl Calcium Sulfosucclnate 
Dioctyl PotiaBlum Sulfosucclnate 
Dioctyl Sodium Sulfosucclnate 

Mcscoxankoto Laxative 
Released Carbon Dioxide 

(a) Active ingredients classified as 
bulk-forming laxatives. The Panel is of 
the opinion that bulk-forming laxatives 
are among the safest of laxatives. These 
agents are generally not absorbed from 
the digestive tract. They Increase the fre¬ 
quency of bowel movements and soften 
stools by holding water in the stool. Most 
bulk-forming laxatives require the in¬ 
gestion of a glassful of liquid with each 
dose to minimize the risk of obstruction 
of the digestive tract which has rarely 
been caused by these agents. Examples of 
useful labeling information describing 
the mode of action for purposes of label¬ 
ing include "Promotes evacuation of the 
bowels by increasing bulk volume and 
water content of stools" and "Increases 
the frequency of bowel movements and 
softens stools by holding water In the 
stool." 

(1) Bran, dietary. The Panel concludes 
that bran is safe and effective In the 
amounts (approximately 6 to 14 grams 
per day) usually taken in the diet when 
accompanied with adequate fluid intake 
and believes It unnecessary to Impose a 
specific dosage limitation at this time. 

Bran can be obtained from a number 
of sources but usually Is derived from the 
milling of wheat. Wheat bran consists 
largely of hemlceilulose, cellulose and 
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"crude fiber” of uncertain chemical 
composition. When fed to animals and 
man as bran, these components escape 
digestion and result in decreased intes¬ 
tinal transit time and increased stool 
bulk, weight and water content. 

Bran's laxative action seems related 
to its hydrophilic properties and to the 
direct action on the colon of undefined 
substances produced by the bacterial 
action on the bran. 

Dietary fiber seems to play the major 
role In the action of bran. The role of 
fiber In the gut Is not precisely under¬ 
stood because of the Incomplete knowl¬ 
edge of Its composition and the inade¬ 
quate techniques for measuring each 
component 

Bran-rich breakfast cereals and whole¬ 
wheat bread are convenient sources of 
crude fiber: 100 grams of bran flakes 
(various brands) contain between 2.7 to 
6.5 grains of crude fiber and one slice 
of wholewheat bread contains 1-2 grams. 
As with other bulk laxatives, intestinal 
obstruction may occur if bran is given 
for constipation in patients with partial 
obstruction of the digestive tract. 

Bran tablets, as opposed to dietary 
bran, are classified in Category EH. (Sec 
discussion of Bran Tablets below). 

RtmcNcxn 

(1) Paylcr, D. K., "Pood Plbrc and Bowel 
Behavior" Lancet, 1:1994, 1073. 

(2) Cummings, J. H, "Progress Report: 
Dietary fibre." Out, 14:60-61, 1073. 

(3) The Medical Letter, "laxatives and 
Dietary Fiber," 15:96-100. 1973. 

COMMENTS SKCAROINC DIETARY FRIER 

Recent epidemiological studies indicate 
that the low fiber content In the refined 
foods of technologically advanced coun¬ 
tries may contribute to the high prev¬ 
alence of diverticular disease of the 
colon, the irritable bowel syndrome, ap¬ 
pendicitis and colonic cancer in these 
countries. There are references to the 
usefulness of bulk laxatives in the treat¬ 
ment of diverticulosis and irritable bowel 
syndrome. The rationale for the use of 
bulk-forming agents in these conditions 
is purported to be related to increased 
intraluminal pressures' which occur in 
the large bowel in patients with diver¬ 
ticulosis and Irritable bowel syndrome. 
The pressure within the bowel (lumen) 
is related to the tension of the muscles 
In the wall of the bowel as well as the 
diameter of the lumen of the bowel 
cavity. The pressure within the bowel 
lumen increases as the tension of the 
muscles of the bowel wall increases but 
decreases as the radius (one-half the 
diameter) of the lumen increases. These 
relationships are known as the Law of 
LaPlacc and arc expressed in the fol¬ 
lowing formula: 

P-t/r 

where P is intraluminal pressure, t is ten¬ 
sion of the bowel wall, and r is the radius 
of the bowel lumen. Thus, intraluminal 
pressure elevations could theoretically be 
lowered by increasing the radius of the 
lumen by bulk producing agents. Con¬ 
clusive studies testing this hypothesis 
have not yet appeared. 


(1) Irving. D. and B. S. Draser, "Fibre and 
Cancer of the Colon." British Journal of 
Cancer. 26:463-463. 1973. 

(2) Burkltt. D. P.. "The Aetiology of Ap¬ 
pendicitis," British Journal of Surgery. 
68:605-699, 1971. 

(3) Painter. N. a and D. P. Burkltt. "Di¬ 
verticular Disease of the Colon: A Deficiency 
Disease of Western Civilisation,** British 
Medics! Journal. 2:460-464. 1071. 

(4) The Medical Letter, "Laxatives and Di¬ 
etary Fiber." 16:98 100. 1973. 

(6) Boxwood. M. A., N. Fisher, C. T. Green¬ 
wood and J. B. Hutchinson, "Perspectives on 
tho Bran Hypothesis." Lancet. 1:1029-1033. 
1974. 

(6) Burkltt. D. P. A. R P. Walker, and 
N. 8. Painter, "Dietary Flbrr and Disease," 
Journal of the American Medical Association, 
229:1068-1073. 1974. 

(7) Painter. N 8 . * Below the Belt." Lancet. 
2:381-382, 1971. 

(2) Cellulose derivatives, semi-synthet¬ 
ic. The Panel concludes methylcellulose 
and sodium carboxymcthylcellulose to be 
safe and effective in amounts usually 
taken orally: 4 to 6 grams per day when 
accompanied with adequate fluid Intake. 
The dosage for children over 6 years is 
1 gm to 1.5 gm per day when accompa¬ 
nied by adequate fluid intake. 

The hvdrophilic cellulose derivatives, 
methylcellulose and sodium carboxy- 
methylccllulof t\ when mixed with water 
produce a clear to opalescent viscous 
colloidal suspension with & pH of ap¬ 
proximately 7.0. In the colon, the solu¬ 
tion loses water to form a gel which 
increases the bulk of stooL Cellulose has 
been shown to bind digitalis, nitrofuran¬ 
toin and salicylate although the clinical 
significance of this is not yet defined. As 
with other bulk-forming laxatives, 
esophageal and large bowel obstructions 
and fecal impactions have been described 
in man following the ingestion of methyl- 
celiutasc with insufficient quantities of 
liquid. No data are available on the ab¬ 
sorption of the 6.5-9.5 percent sodium of 
sodium carboxyzncthylceilulosc, although 
edema has been reported in the unsuc¬ 
cessful attempted treatment of obesity 
with 90 grams of sodium methoxycel¬ 
lulose (255-375 niFq Na) per day. 

LABKLtNG 

Bulk-forming laxatives should be 
clearly labeled stressing the importance 
of adequate fluid intake (drinking a full 
glass (8 ox.) of liquid) with each dose. 
The label should also carry a warning 
against use of the product if the user is 
taking a drug containing salicylates or 
a prescription drug containing digitalis 
or nitrofurantoin. The labeling should 
state: •'This product may combine with 
certain other drugs. Do not take this 
product if you are presently taking 
salicylates or a prescription drug." 

RETHttNCn 

(1) AMA Drug Evaluations. 2nd Edition, 
American Medical Association, Chicago, p. 
800. 1973. 

(2) Crane, M. O., J. J. Harris. R. Her her, 
8 . Shank*I and 14. 8pecht> "Excessive Fluid 
Retention Related to Cellules* Ingestion: 
Studies on Two Patients.** Metabolism, 
10:946 960. 1989. 


(3) dray. H. and M. L. Tain ter. "Colloid 
laxatives Available for Clinical Use," 
Journal or Digestive Disease. 8:130-139, 1941. 

(4) LUinuin. A.. "Nutritional and Gastro¬ 
intestinal Eire-La of Poorly Absorbed Carbo¬ 
hydrates In Man." Draft of unpublished 
paper Included In OTC Volume 090134.* 

(5) GRAS (Generally Recognized as Safe) 
Food IngredlentB-Cellulose and Derivatives. 
InformsUnt, Inc., UockvlUe. Md.. FDA 72-104. 
Dec. 15. 1972. 

(6) The Pharmacopeia of the United 
Statti of America. 16th Revision, The United 
States Pharmacopeia! Convention. Inc.. 
Bcthesds, Md., p. 613. 1970. 

(3) Karaya (sterculla gum). The 
Panel concludes karaya to be safe and 
effective in amounts usually taken orally: 
5 to 10 grams per day when accompanied 
with adequate fluid intake. 

Karaya is a hydrophilic vegetable gum 
obtained from the barks of various 
species of sterculla and cochlospennum. 
These substances are Indigestible poly¬ 
saccharides which act by absorbing water 
and increasing the bulk of the stool. 
Thcso vegetable gums exert little sys¬ 
temic effect. For example, up to 3 grams 
per kilogram of karaya has boon fed to 
rats (which Is the highest dose that 
could be physically administered to iuU) 
without systemic effect. However, rare 
cases of allergic reactions and urticaria 
in man caused by karaya have been 
reported. 

LABELING 

The label should stress the importance 
of drinking a full glass of liquid immedi¬ 
ately with each do*e. The labeling should 
state: "Drink a full glass (8 07 .) of liquid 
immediately with each dose." 

PROFESSIONAL LABELING 

Professional labeling should contain a 
warning Uiat rare cases of allergic reac¬ 
tions and urticaria caused by karaya 
have been reported. Also, inadequate 
fluid intake may cause large bowel 
obstructions. 

Rxtcxsnczs 

(1) Ivy. A. C. and B. L Isaacs. “Kjimy* 
Gum as a Mechanical Laxative." American 
Journal of Digestive Diseases and Nutrition. 
6:315-321, 1938. 

(2) The Merck Index. 8th Ed . Merck and 
Company. Inc. Rahway. New Jcn-ey. p. 606 . 
1908. 

(3) Darlington. R. C.. "Laxatives." Hand¬ 
book of Non-prescription Drugs. American 
Pharmaceutical Association, Washington, 
D.C., pp. 82-76, 1973. 

(4) Ireson, J. D. and G. B. Leslie, "An In 
Vitro Investigation of Colloidal Bulk-forming 
Laxatives," The Pharmaceutical Journal, 205 
640. 197a 

(4) Malt soup extract. The Panel con¬ 
cludes malt soup extract to be safe and 
effective in amounts usually taken orally: 
infants (not more than 2 years), 6 to 32 
grams, and adults, 12 to 64 grams, when 
accompanied with adequate fluid intake 
CfuU glass (8 ox.) of liquid). 


•Cited OTC Volume* refer to the subrafo- 
sftons made by Interested persona pursuant to 
the call for data notice published in the 
rxoxxAL Rjqgzstcr of February 8. 1073 (38 FR 
3614). The volumes are on file In the office 
of the Hearing Clerk. Food and Drug Admin¬ 
istration. Room 466. 5000 Fishers Lane. 
Rockville. MD 20662. 


FHKRAl KGttra, VOL 40, NO. 36—FtlDAV, MARCH 21, 1973 












12908 


PROPOSED RULES 


Malt soup extract La obtained from par¬ 
tially germinated grain of one or more 
varieties of barley contain! g amylo- 
lytic enzymes. The evaporat?d aqueous 
extract constitutes malt extract. The 
powdered malt soup extract contains 73 
percent maltose. 7 percent protein* and 
1.5 percent potassium. In addition, there 
are small quantities of calcium, phos¬ 
phorus. magnesium and vitamins of the 
B Group and C. Although th* Panel con¬ 
sidered malt soup extract with the bulk- 
formlng laxatives, the Panel is aware that 
increase in fecal volume probably is not 
the sole mechanism of action. Precisely 
how malt soup extract rroduces increased 
softness of the stool Is not clearly under¬ 
stood. It has been well documented that 
malt soup extract will l Diver fecal pH. 
and It is purported to exert Its beneficial 
effect as a result of the altered pH. It 
seems likely that the reduced fecal pH 
occurs as a result of bacterial conversion 
of maltose Into lactic acid, pyruvic acid, 
and carbon dioxide. 


LABELING 

Although reduction in stool pH has also 
been cited as the reason for the claimed 
effectiveness of malt soup extract in re¬ 
ducing the symptoms of prurltis anl. the 
Panel concludes that there is insufficient 
evidence to support the claim that malt 
soup extract is effective when used alone 
In the treatment of prurltis ant. <8cc dis¬ 
cussion of mAlt soup extract below in 
Category HI statement.) 

HomcNca 

(1) Calloway. N. O.. "Clinical Investigation 
of Fecal pH in Oerlatrlc Constipation: Cor¬ 
rective Therapy,'* Journal of the American 
Geriatric Society. 12:308 372. 1954. 

(2) Crawford, O W. and N O Calloway, 
"Clinical Study of Fecal pn In Pediatric Con¬ 
stipation." Illinois Medical Journal. 128:320- 
322, 1965. 

(3) Brooks, L. H. "Further Studies of the 
Management of Pruritus Anl." Dir eases of the 
Colon and Rectum 12:193-195, 19C9. 

(4) OTC Volume 090018* 

(8) Polycarbophll. The Panel concludes 
that polycarborhil Is safe and effective in 
amounts usually taken orally: Infants 
(not more than 2 years) 0.5 to 1.0 gram, 
children (2 to 5 years) 1.0 to 1.5 grams, 
children (6 to 12 years) 1.5 to 3.0 grains 
and adults 4 to 6 grams per day as a laxa¬ 
tive (or when used as an antldlarrhcal 
preparation). 

Polycarbophll. a hydrophilic poly¬ 
acrylic resin (polyacrylic acid cross- 
linked with divinyl glycol) has a marked 
capacity for binding water and absorbs 
about 80 times its original weight. This 
property Is the basis for Its use as an in¬ 
testinal hydrosorptive agent. 

The seemingly paradoxical utilization 
of this hydrosorptive agent In the treat¬ 
ment of both diarrhea and consttpatlon 
Is based on Its modifying effect on ab¬ 
normal fecal consistency. In diarrheal 
states, it is presumed the hydrophilic 
agent absorbs free fecal water forming 
a gel in the lumen of the intestine. In 
constipation, the agent retains water 


lntraluminally and opposes dehydrating 
forces in the bowel. The water-retaining 
capacity of polycarbophll is consider¬ 
ably greater than that of methylcellu- 
lose or psyllium mucillcid. The degree 
of hydrophlila (cubic centimeters/ 
gram) of polycarbophll In synthetic in¬ 
testinal Juice is v bout 120, while for 
psyllium, methylccllulose and agar-agar 
the values arc 30. 36. and 14. respec¬ 
tively. 

In animal studies the Ingestion of 
polycarbophll has been shown to be free 
of toxicity, to be nonabsorbable, to have 
no effect on digestive enzymes, to have 
no influence on nutritional status, and 
to be met’.bollcaliy Inactive. 

LABELING 

"Drink a full glass (8 oz.) of liquid 
with each dose." 

Rjctkumcks 

(1) Grossman. A. J., R. C. Battermon and 
P. Lelfer, "Polyacryllc Resin: Effective Hy¬ 
drophilic Colloid for the Treatment of Con- 
tUpaUrn.** Journal of the American Ocrl- 
atiic Society. 5:187 -192, 1957. 

(2) Roth. J. U A.. "Effect of PolycarbophU 
aa Enteral Hyditxwrbent In Diarrhea." Ameri¬ 
can Journal of Digestive Disease*, 5:905-971. 
1980. 

(3) Plmparhcr, B. D.. P. P. Pauatlan, J. U 
A. Roth and H. L. Bockua. "Effect of Poly¬ 
carbophU on Diarrhea and Constipation." 
Oavtro'nterology, 40:397-404. 1961. 

(4) Rutledge. M. L., M. M. Wtllner and 
J. T King, "Calcium Polycart>ophU In Acuta 
Childhood Diarrhea," CUnlcal Pediatrics. 
2:81-03.1963. 

(6) Wlnkelstel**. A.. "Effect of Calcium 
Polycarbophll (CARBOFTL*) Suspension on 
Gastrointestinal Transit Time.** Current 
Therapeutic Research, 6:572-583. 1984. 

(6) Psyllium preparations Iplanlago 
seed, plantago ovata husks, psyllium 
(hemiccllulo&e ). psyllium hydrophilic 
mucilloid (psyllium hydro*nlloid ), psyl¬ 
lium seed, piyltium seed (olond) 1, psyl¬ 
lium seed husks . The Panel concludes 
psyllium preparations to be safe and ef¬ 
fective In amounts usually taken orally 
(2.5 to 30.0 grams per day) provided the 
unit dose is taken with a full glass <8 oz.) 
of liquid and believes it Is unnecessary to 
impose a specific daily dosage limitation 
at this time. The dosage for children over 
6 years is 1.25 to 15.0 grams per day with 
the same fluid Intake requirement. 

Psyllium preparations are obtained 
from the seeds of various species of Plan - 
taao, i.e.. P. psyllium, P. ovata, and P. 
indica. The dried ripe seeds hove a high 
content of mucilage which nets by imbib¬ 
ing water and increasing the bulk of the 
feces. The hydrophilic mucilloid of psyl¬ 
lium preparations Is a hemlcelluloae that 
Is indigestible, nonabsorbabio and pre¬ 
sumably nonallergenlc. 

Experimentally, it has been demon¬ 
strated that renal tubular pigmentation, 
the nature of w ? hlch has not been Iden¬ 
tified. occurs in animals fed large quan¬ 
tities of the whole ground psyllium seed 
(P. psyllium and P. indica). Blond psyl¬ 
lium seed (P. ovata) and the purified hy¬ 
drophilic mucilloid do not cause renal 
pigmentation. Despite the presence of the 
renal tubular pigment, urea clearance in 
treated rats was not different from that 


found in untreated control rats. In man, 
phenolsulfonphthalein excretion and 
urinalysis were normal in 9 human sub¬ 
jects who ingested 7 to 14 grams of psyl¬ 
lium agar flakes dally for 2 to 7 years. 
It is the opinion of the Panel that the 
renal pigmentation is probably harmless. 
Chronic ingestion of psyllium products 
will cause an increase in bile salt excre¬ 
tion in the feces in the rat and man. In 
addition, a slight reduction in serum 
cholesterol has been observed in man. 
The theoretical complication of increased 
gallstone formation due to a reduced bile 
salt pool has not been described. 

Esophageal, gastric, small intestinal 
and rectal obstruction due to accumula¬ 
tion of mucilaginous derivatives of psyl¬ 
lium preparations have been described on 
several occasions. The common denomi¬ 
nator in most cases has been Insufficient 
water intake or underlying organic dis¬ 
ease which resulted in compromise of the 
Intestinal lumen Considering the wide¬ 
spread use of psyllium products, the inci¬ 
dence of esophageal and intestinal ob¬ 
struction is extremely rare. 

LABELING 

The label must state "Drink a full 
glass (8 oz.) of liquid with each dose." 

Rmiwcra 

(1) flouter. W. A., "Bolua Obstruction of 
Out After Us* of HydrophUlc Colloid Laxa- 
Uves.” British Medical Journal. 1:160-188, 
1965. 

(2) Tlrsch. H.B. and Roacnfeld. "Cor¬ 
rection of Constipation In Sevorely Incapaci¬ 
tated Invalids and In Patients with Neuro¬ 
logies Disease," American Journal of Gastro¬ 
enterology. 31:702-705. 1959. 

(3) Stanley. M„ D. Paul. D. Gacke and J. 
Murphy. "Comparative Effects of Cholestyra¬ 
mine, MetamucU and Cellulose on Bile Salt 
Excretion in Man." Oastroenterology. 62:816, 
1972. 

(4) Flngl. E, "Cathartics and Laxatives," 
Pharmacological Basis of Therapeutics, 4th 
El , Edited by Ooodman. L. S. and A. Oilman. 
MacMUlan. New York, p. 1026. 1970. 

(b) Active ingredients classified as 
stimulant laxatives. The Panel Is of the 
opinion that the so called "stimulant" 
group of laxative preparations should 
be used only occasionally, and not more 
than daily for a week, for the relief of 
simple constipation. 

LABELING 

In addition to specific labeling require¬ 
ments for the individual Ingredients 
listed below. It must be stated on the 
label of this group of laxatives that 

Prolonged or continued uve of this product 
can lead to laxative dependency and loss of 
normal bowel function. Serious side effects 
from prolonged use or overdoea may occur; 

and 

Thto product should be used only occasion¬ 
ally. but, In any event, no longer than dally 
for I week, except on the advice of a physi¬ 
cian. 

(1) Anthraquinoncs. The Panel con¬ 
cludes the following anthraqulnone 
to be safe and effective In the following 
amounts usually taken orally in laxative 
products for occasional use only: 
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Anthraquinone 


Coocar* SagracU Preparations: 

Aromatic CMcara Pluldestract. 

Casanthranol ____ 

Concara Sograda Bark-...... 

Casrara Sag rad a Extract- 

Cascara Sagrada Fluldextruct_ 


Usual Dost 

120 to 250 mg dally (or adults: 40 to 80 
mg dally for children 0 to 8 years, and 
80 to 120 mg dally (or 8 to 18 years. 

(Not recommended for children under 0 
years). 

2 to 8 ml dally (Infants not more than 2 
years: 1-2 ml/dose). 

30 to 90 mg dally. 

300 mg to 1 gm dally. 

200 to 400 mg dally. 

0,5 to 1.5 ml dally. 


The usual dose for Infants under 2 years fa Y\ the adult dose and for children <2 to 
12 years) Vi the adult dose of cascara preparations. 

Dan thro n . ... _ ____ 75 to 150 mg dally (No pediatric dose 

recommended for children under 12 years). 

Senna Preparations (single doae) : 

Senna Fluldcxtract ___ 2 ml. 

Senna Leaf Powder ____— 0 5 to 2 gm. 

Senna'Pod Concentrate ____ 0 8 to 1 gm (1-4 times daily). 

Senna Fruit extract ___. 3.4 to 4 gm. 

Senna Syrup ___ 8 ml. 

6 enncsides A A B. Crystalline __ 12 to 30 mg. 


The usual childhood dose of the senna 
preparations is Vi of the adult dose for 
Infanta under 2 years, % of the adult 
dose for children 1 to 5 years, and Vi of 
the adult dose for children 6 to 12 years 
of age. 

Hie laxative action of aloe, cascara 
sagrnda. and senna Is attributed to hy- 
droxyanthraqulnone derivatives that ex¬ 
ist In the plants as glycosides and. In the 
case of the synthetic compound dan- 
thron. as the free anthraquinone. The 
laxative action of the anthraquinoncs Is 
limited mainly to the large intestine 
where the glycosides In the plant deriva¬ 
tives arrive Intact and are subsequently 
hydrolysed by colonic microflora to free 
anthraquinone. The precise mechanism 
by which these compounds promote 
bowel movement is not known. Proposals 
that suggest the active constituents act 
by a direct Irritant efTec on the mucosa 
or that they stimulate intramural nerve 
plexl lack experimental confirmation. 

Dan thron is partially absorbed from 
the upper gastrointestinal tract and a 
large part of the drug is metabolized by 
the liver. The metabolic products are 
excreted by the kidneys, sometimes caus¬ 
ing a harmless discoloration of the urine 
as occurs with all anthraquinones. An¬ 
thraquinone also Is excreted in the milk 
of nursing mothers but in Insufficient 
amounts to cause taxation In the nursing 
Infant Melanotic pigmentation of the 
mucous membrane of the colon lias 
been observed in persons who have taken 
anthraquinone drugs for years. This pig¬ 
mentation is thought to be benign and 
is reversible after the medication is 
discontinued. 

LABELING 

Labeling should include statements 
identified above for stimulant laxatives. 
Professional labeling for senna prepara¬ 
tions may also include “for the prepara¬ 
tion of the colon for X-ray and endo¬ 
scopic examination." 

RmuNoa 

(l) AMA Drug Evaluation*. 2nd Ed.. Pub¬ 
lishing Sciences Group, Acton. Mass. p. 801, 
1978. 


(2) Oreenlislf. J. O. and H. 8 D. Leonard. 
"Laxative* in the Treatment of GousUpation 
in Pregnant and Breast-feeding Mothers.** 
Practitioner. 210:259-283. 1973 

(3) Jones, F. A. and K. W. Godding. •’Man¬ 
agement of Constipation," Blackwell Scien¬ 
tific Publication*. London, p. 83-84. 1072. 

<4) Travail. J., "Pharmacology of Stimu¬ 
lant Laxatives." Annals of the Now York 
Academy of Sciences, 58:418-425. 1954. 

(2) Blsacodyl. The Panel concludes 
that btncodyl is safe and effective in the 
amounts usually taken orally (5-15 milli¬ 
grams daily at bedtime) and rectolly <10 
millirrrams suppository) for occasional 
use. The usual oral dose is 03 mg /Kg/ 
day or 5 mg for children over 3 years of 
age. The rectal dose la 5 mg for children 
under 2 years. 

Bisactxiy!, (4,4'-(2-pyridylmethylene) 
diphenol diacetate), when in contact 
with the colonic mucosa, after either oral 
or rectal administration, promotes evac¬ 
uation by inducing mass movements in 
the colon. The agent is considered a 
"contact" Laxative owing to the fact that 
its action may be blocked by mucosally 
applied local anesthetics. After rectal ad¬ 
ministration. it is usually effective within 
15 minutes to 1 hour. Bisaeody! is very 
pooriv absorbed, if at all. 

The action of blsacodyl Is said to be 
limited to the colon by acting on the 
mucosa or the submucosal plexi of the 
large bowel. However, studies in animals 
indicate blsacodyl may inhibit sodium 
and potassium adenosine triphosphatase 
thereby limiting sodium and water reab¬ 
sorption in the small intestine. It may 
also inhibit tyrosine and glucose absorp¬ 
tion resulting in Intraluminal retention 
of osmotlcaily attracted water In the 
small bowel as well as inducing active 
secretory processes in the colon. With 
excessive use, or accidental overdose, se¬ 
vere side effects have been reported in¬ 
cluding diarrhea with metabolic acidosis, 
muscular weakness due to hypokalemia, 
and metabolic alkalosis lending to 
tetany in the presence of persistent 
hypokalemia. 


LABELING 

The label of the enteric coated tablets 
of blsacodyl must state: (1) "Do not 
chew." (2) "Do not give to children un¬ 
der 3 years of age or to persons who can¬ 
not swallow without chewing." (3) "Do 
not take this product within 1 hour af¬ 
ter taking an antacid and/or milk." <4) 
"This product may cause abdominal dis¬ 
comfort. faintness, rectal burning and 
mild cramps." Labeling for both tablets 
and suppositories should state: "Store 
in a cool place at temperature not above 
86* P <30* C>” 

PROFESSIONAL LABELING 

The Panel concludes that additional 
indications for professional labeling may 
include for use in preparation of the pa¬ 
tient for surgery or for preparation of 
the colon for x-ray and endoscopic 
examination. 


Bcmuicis 

(1) Anon: "Purgmttves." British Medical 
Journal, 4:543-544. 1989. 

(2) Cooke. W. T.. "Laxatives and Purga¬ 
tives." Practitioner, 206:77-80. 1971. 

(3) Ewe, K., "Effect of Laxatives on 
Intestinal Water and Electrolyte Transport," 
European Journal of Clinical Investigation. 
2:283. 1972. 

(4) Rider, J. A. "Trentment of Acute and 
Chronic Constipation with Blsoxatln Acetate 
and BLsacodyl: Double-blind Crossover 
Study." Current Therapeutic Research, 
13:385 392. 1971. 

(5) Goldflngcr, P.. "Hypokalemia. Meta¬ 
bolic Acldoel**. and Bypocaloemlc Tetany In a 
Patient Taking l axatives A Case Report " 
Journal of Mount Sinai Hospital, 
38:113 118. 1089. 

(3) Castor oil. The Panel concludes 
castor oil to be safe and effective In 
amounts <15 to 60 milliliters) taken 
orally as a single dose. The usual dose 
for infants (net more than 2 years) Is 1 
to 5 ml and for children <2 to 12 years) 
5-15 ml. 

The laxative action of castor oil is due 
to ricinolcic acid which Is produced when 
castor oil 1’* hvdrclyzed to the fatty acid 
in the small Intestine by pancreatic li¬ 
pase. The precise mode by which ricino- 
leic acid promotes bowel movement is not 
known, although recent experimental 
evidence indicates that It causes the 
colon to secrete water and electrolytes. 
There fa no experimental evidence to 
support the assumption that the laxative 
acts to increase peristalsis through a 
direct irritant effect on the intestinal 
mucosa. 

Some castor ofl may be absorbed from 
the gastrointestinal tract; its systemic 
effect and metabolic fate are unknown. 
Rlcinoieic add fa also absorbed and It fa 
metabolized in a manner similar to other 
fatty acids. Its single action usually re¬ 
sult! in a complete clearance of the lower 
bowel which makes it useful to prepare 
the patient far proctoscopy or for x-ray 
studies of the gastrointestinal tract. 

Castor oil affects the small intestine 
and regular use may cause excessive loss 
of water, electrolyte and unabsorbed nu¬ 
trients. These potential side effects pre¬ 
clude its repeated administration as a 
therapeutic agent in the management ol 
constipation. 
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LABELING 

The label of castor oil containers must 
state: <1> "For the treatment of isolated 
bouts of constipation/* (2) “Not to be 
used on a daily basis except under the 
direction of a physician/* (3) “Castor oil 
affects the small intestine and regular 
use may cause excessive loss of water, 
and body salts, which can have debilitat¬ 
ing effects/' Professional labeling may 
also include “for the preparation of the 
colon for x-ray and endoscopic examina¬ 
tion" 

RxmiNC'M 

(1) AM A Drug Evaluations. 2nd Ed.. 
American Medical Association. Chicago, p. 
801. 1073. 

(2) Jones. P. A. and E W Ooddlng. “Man¬ 
agement of Constipation.” Blackwell Scien¬ 
tific Publications. London, p. 67. 1072. 

(3) Report of NAS-NRC Drug Efficacy 
Study Group/* Published in the Federal Reg¬ 
ister of May 34, 1072 ( 37 TO 10621). 

(4) Watson. W. C., R. 8. Gordon, Jr., A. 
Karmen and A. Jover, •*Absorption and Ex¬ 
cretion of Castor Oil in Man.” Journal of 
Pharmacy and Pharmacology. 16:183-188. 
1063. 

(6) Phillips. 8. P.. "Diarrhea: A Current 
View of the Pathophysiology.** Gastroenterol¬ 
ogy. 83:405-518, 1072. 

<0) Christensen. J. and B W. Prerman, 
•’Circular Electromyogram In the Cat Colon: 
Local Effect of Sodium Rlrtnoleate." Gastro¬ 
enterology. 03:1011-1015. 1972. 

(4) Dehydrocholic acid. The Panel con¬ 
cludes that dehydrocholic acid is safe and 
effective as a laxative when given in rec¬ 
ommended dc#*es of 750 to 900 milligrams 
per day. The Panel has no data to support 
a recommended pediatric dose and ac¬ 
cordingly should not be used in any child 
under 12 years of age. 

Dehydrocholic acid Is the oxidation 
product of cholic acid, a natural bile acid. 
It differs from the natural bile acids and 
their conjugates in at least two respects: 
(a) it does not readily term micelles 
(small aggregates of bile acids, fats, and 
phospholipids necessary for normal fat 
absorption) and <b) it is a potent hydro- 
choleretic (Increases the volume and 
water content of bile). Animal toxicity 
studies have disclosed a remarkably high 
LD* (14.7 gm/kg in rats). Chronic ad¬ 
ministration of doses as high as 5 gm/kg/ 
day in dogs failed to produce hepatoxlclty 
and no hepatic damage was found in rata 
fed 333 mg/kg daily for 32 days. In man, 
reports of the oral and intravenous ad¬ 
ministration of dehydrocholic acid for a 
variety of conditions have failed to dis¬ 
close consistent or serious toxicity (with 
the exception of rare anaphylactic reac¬ 
tions following the intravenous adminis¬ 
tration of this substance for the mea¬ 
surement of circulation times). 

The mechanism by which dehydro¬ 
cholic increases the frequency of bowel 
movements Is unkown. There Is no ex¬ 
perimental basis for the early literature 
references to “billtary constipation" or 
the relief of constipation due simply to 
the hydrocholcretlc action of dehydro¬ 
cholic acid. It is possible that this bile 
acid has a direct effect on the colonlo 
mucosa to Inhibit the absorption of 
sodium and water and stimulate the se¬ 


cretion of sodium bicarbonate-and water 
as has been demonstrated with naturally 
occurring bile acids. 

LABELING 

There Is no evidence in support of the 
claim that dehydrocholic acid relieves, 
“indigestion/* ‘'excessive belching," 
“after meal discomfort/' or “the sensa¬ 
tion of abdominal fullness/* These claims 
constitute mislabeling and dehydrocholic 
acid is placed In Category II with respect 
to these claims. 

Rcfeakncu 

(1) Berman. A. L.. E. Bnapp, A. C. Ivy and 
A. J. Atkinaon, “The Effect of Ixmg-Con- 
Unued Ingwtton of Oxidized Btlo Aclda on 
the Dog and Rat.** American Journal of 
Digefttlve Disease*. 7:280-281. 1040. 

(2) King. J. C-, "Practical Ambulatory 
Therapy of Functional Constipation/* Ameri¬ 
can Journal of Digestive Disease*. 22:102-106, 
1055. 

(5) Phcnolphthalcin (white or yellow). 
The Panel concludes phonolphthalein to 
be safe and effective in the amounts 30 
to 270 milligrams dally for adults. 15 to 
20 milligrams per day for children (2 to 
5 years), and 30 to 60 milligrams for 
children 6 years and older usually taken 
orally in laxative products for occasional 
use only. The drug is not recommended 
for use In children less than 2 years of 
age unless under the advice and super¬ 
vision of a physician. 

Phcnolphthalcin exerts its primary 
laxative action on the colon, but may also 
Increase the activity of the small In¬ 
testine. The main mode of action appears 
to be as a noncompetitive inhibitor of the 
enzymes, sodium and potassium adeno¬ 
sine triphosphatase, resulting In failure 
of salt and water absorption. The glucu- 
ronide and disulfide derivatives of phe- 
nolphthalcin have no effect on enzymatic 
activity. Yellow phenolphth&letn is said 
to be about three times as potent as 
white phcnolphthalein, but this is not 
adequately supported by clinical studies. 
Up to 15 percent of a therapeutic dose 
may be absorbed and excreted by the 
kidney, giving a pink color to alkaline 
urine. The major side effects of phc¬ 
nolphthalein. which occur infrequently, 
are excessive laxation or electrolyte de¬ 
pletion in chronic use and various skin 
reactions including nonspecific rashes 
and pigmentation. 

LABELING 

In addition to the general require¬ 
ments for labeling as a laxative, the fol¬ 
lowing specific caution must appear: “If 
a skin rash appears, do not use this or 
any other preparation containing phc¬ 
nolphthalein/' 

Rxtkxknces 

(1) Phillips. R. A.. A. n. G. Love, T. O. 
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phosphatase.** Biochemical Pharmacology, 
17:1207-1212. 1068. 

(3) Ditkowaky. 8.. and P. StMgmann. 
•’Phonolphthalein in Childhood: Dosage and 


Efficacy," Journal of Pediatrics, 46:160-178, 
10:4. 

(4) Savin. J. A., “Current Causes of Fixed 
Drug Eruptions/* British Journal of Derma¬ 
tology. 8* : 546-549, 1070. 

(c) Active ingredients classified as 
saline and hyperosmotic laxatives—(l) 
Saline laxatives . Although the saline 
laxatives < magnesium and phosphate 
ions) have long been assumed to act by 
the hyperosmotic effect of poorly ab¬ 
sorbed ions within the small bowel, re¬ 
cent evidence suggests that saline laxa¬ 
tives exert a complex series of actions on 
the gastrointestinal tract. The Panel 
recognizes that the following commen¬ 
tary may undergo significant revision 
on the basis of current and future re¬ 
search into the mechanisms of action of 
the saline laxatives. Furl her, the Panel 
concludes that the saline laxatives 
should be restricted to occasional use 
only, as serious electrolyte disturbances 
have been reported with their long-term 
or dally use. 

LABELING 

The label should contain a warning 
concerning prolonged usage such as. “For 
occasional use only. Do not take longer 
than 1 week. 8erlous side effects from 
prolonged use or overdosage may occur." 

(i) Magnesium salts . The Panel con¬ 
cludes that the following magnesium 
salts are safe and effective in the 
amounts taken orally in laxative prod¬ 
ucts for occasional use: 

Magnesium Salt —Usual dolly dose (token in 
divided doses). 

Magnesium Citrate—11-18 gm (77-141 mEq 
Mg-M-) or for children 2 to 5 years 2.5 
to 5 gm. 6 years and older 5 to 10 gm. 
Magnesium Hydroxide—2.4-4A gm (82-164 
mEq Mg 4* f) or for children 2 to 6 years 

. 0 4 to 1.2 gm, for children 0 years and 
older 1.2 to 2.4 gm. 

Magnesium Sulfate—10-30 gm (81-243 mEq 
Mgf B or for children 2 to 5 years 25 
to 5 gm, 6 years and older 5 to 10 gm. 

Magnesium salts are one of a group 
of the saline laxatives classically thought 
to exert a laxative effect by osmotically 
attracting water into the intestinal lu¬ 
men. Current work suggests that the 
mechanism of action may be due in large 
part to the release of the gastrointestinal 
hormone cholecystokinln-pancreozymln 
(CCK-PZ) and its subsequent stimula¬ 
tion of the motor and secretory activity 
in tho ga5troentestina) tract. Most stud¬ 
ies suggest a minimally effective dose of 
magnesium is approximately 80 mEq, al¬ 
though lower doses may, in the future, be 
shown to be effective for activity unre¬ 
lated to any osmotic action. 

Absorption of administered magnesium 
Is approximately 15 to 30 percent, which 
may cause systemic toxicity in the pres¬ 
ence of renal insufficiency. 

Anhydrous Magnesium Citrate is usu¬ 
ally formulated In combinations of citrlo 
acid and anhydrous sodium citrate: these 
latter two substances are considered 
sequestering agents that allow magne¬ 
sium to be held in solution ns a soluble 
complex Ion. Citric acid and anhydrous 
sodium citrate arc not considered laxa¬ 
tive agents in themselves and should not 
be claimed as active ingredients. 
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Magnesium hydroxide is occasionally 
promoted as both an antacid and a laxa¬ 
tive. This dual claim Is permissible ow¬ 
ing to the activity of this compound, but 
the public should be aware that when 
used regularly as an antacid, magnesium 
hydroxide causes significant laxation. 
Claims of superior laxation on the basis 
of the antacid properties are not allowed 
because the Panel la not aware of any 
scientific data that establishes a rela¬ 
tionship between acid secretion and 
constipation. 

LABELING 

For those products in which the maxi¬ 
mal daily dose exceeds 50 milliequiva¬ 
lents of magnesium, the label should 
contain a statement such as, “Do not use 
this product except under the advice and 
supervision of a physician if you have 
kidney disease." 

Labeling of the magnesium citrate 
solution should indicate the need for 
storage in a cold place (refrigerator tem¬ 
perature* to retard decomposition. 

SODIUM WARNING LABEL 

See laxative labeling statement (para¬ 
graph D) above for sodium warning. 

RimiNcn 

(1) Writ. L. O. and W. B. Blythe. "Ca¬ 
tions: Calcium. Magnesium. Barium, Lith¬ 
ium and Ammonium." “The Pharmacological 
Baels of Therapeutics." 4th Ed . Edited by 
Ooodman. L. 8. and A. Oilman MacMillan, 
New York. pp. 811-8)9. 1870. 

(2) Seed. J. C. and R. Harrla. "Some Pac- 
tora in the Design of Aperient Studies," An¬ 
nals of the New York Academy of Science, 
58:420-437. 1854. 

(3) Harvey, R. F. and A. E. Read. "Saline 
Purgatives Act by Releasing Chdecysto- 
kinln.” Lancet, 2:185- 187, 1873. 

(4) Montilla. E.. "Treatment of Chronic 
Constipation With An Emulsion of Milk of 
Xfagne'la and Mineral Oil." Clinical Medi¬ 
cine. 73:75-77, 1888. 


though the extent to which effectiveness 
reflects the volume of liquid Introduced 
rectally is unknown. The amount of total 
sodium contained in the effective and 
safe range Is 88 to 176 miUiequivalenta. 
The amount of sodium absorption from 
the enema varies from 1.6 to 31 milli- 
equivalents of sodium; the extent of so¬ 
dium absorption from the oral prepara¬ 
tions Is unknown. By either route, there 
Is risk of acute elevation of sodium con¬ 
centration in the serum and dehydra¬ 
tion. particularly In children with mega¬ 
colon. Elevated levels of serum phos¬ 
phates and decreased levels of serum cal¬ 
cium have been reported with prolonged 
use or in patients with renal disease. 

LABELING 

The labeling for saline laxatives dis¬ 
cussed above should be Included. The 
label should also contain a warning 
against use In the presence of kidney 
disease. The label should also contain a 
warning against use by children under 
the age of 6 for oral preparations and by 
children under the age of 2 years for 
rectal preparations, except under the ad¬ 
vice of a physician, 

SODIUM WARNING LABEL 

See laxative labeling statement (para¬ 
graph D) above for sodium warning 

PROFESSIONAL LABELING 

The labeling provided to health pro¬ 
fessionals (but not to the general pub¬ 
lic) for all phosphate laxatives should 
provide the total dose of sodium in mEq 
(mg) per standard dose. The label should 
carry the following warnings: “Do not 
use in patients with megacolon, as hypor- 
natrcmic dehydration may occur. Use 
with caution in patients with impaired 
renal function as hyperphosphatemia 
and hypocalcemia may occur." 


under 6 years 1 to 1.5 gm as a supposi¬ 
tory or 2 to 5 ml as an enema. 

Glycerin is a clear, colorless trihydroxy 
alcohol which is miscible with water and 
alcohoi. Three possible modes of action 
of glycerin on the rectal mucosa have 
been proposed: (l) Being hypertonic, it 
causes mild dehydration of the tissues 
resulting In reflex defecation: (2) it is 
locally irritating and produces reflex def¬ 
ecation; (3) possessing hygroscopic 
properties, it softens fecal material and 
hydrates hardened dry feces. 

Moderate doses orally or parenterally 
(in proper dilution) are safe and cutane¬ 
ous application in copious amounts does 
not produce systemic effects. Owing to Its 
sweet taste, it has been used as a sweet¬ 
ening agent. When taken orally, it is 
rapidly absorbed and metabolized pro¬ 
viding calories. Large doses orally can 
exert toxic effects and may lead to symp¬ 
toms including restlessness, vomiting, 
loose stools, fever, convulsive seizures, 
hemoglobinuria, progressive narcosis, 
and circulatory failure. The Panel, there¬ 
fore. concludes that glycerin is unsafe at 
the effective dose level as an oral laxa¬ 
tive. 

Compounds related to glycerin, with 
the exception of propylene glycol, are 
much more toxic than the parent com¬ 
pound and may cause nephro- and 
hepatotoxiclty. 

The use of glycerin as rectal supposi¬ 
tories in adults and children is effective 
in producing a bowel movement, usually 
within 30 minutes, in the majority of 
children and adults with only minimal 
Incidence of side effects including rectal 
discomfort, rectal burning or griping, and 
cramping pain. Glycerin administered 
rec tally is considered to be safe but may 
produce in some individuals rectal mu¬ 
cosal hyperemia, minimal hemorrhage, 
and mucorrhca. 


(li) Phosphate Salts . The Panel con¬ 
cludes that each of these phosphate salts 
Is safe and effective in amounts taken 
orally or rectaliy In a single dose of the 
following ingredients: 


PtiOdplutr Soil 


Usual dally dm* of all 
IngrediftnU combined 
(Em) 


Oral Rectal 


Dlaodlum Phosphate. 

1.9-3 » 

38 

Monoaodtara Phosphate.. 

*.3-16. ft 

18.8 

Sodium nipho«T>hJilr. 

9.6-19.3 

19.2 

Sodium Phosphate__ 

3,8-7.2 

7.2 


The usual oral dosage for children 5 
to 10 years of age: V* of the adult dose, 
children 10 years and older: Vfc the adult 
dose of phosphate salts. The usual rectal 
dosage for children over 2 years of 8ge 
is V 2 of the adult dosage of phosphate 
salts. 

The oral phosphate salts are consid¬ 
ered to be rapidly acting laxatives whose 
mechanism of action may involve more 
complex activity in the gastrointestinal 
tract than that of a hyperosmotic agent. 
When given as an enema rectaliy, four 
ounces of the hypertonic solution con¬ 
taining approximately 26 grams of phos¬ 
phate salt is also considered effective al¬ 
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from Phosphate Absorption from Laxative 
Preparation." Journal of the American Medi¬ 
cal Association, 218:147-148. 1971. 

(2) Hyperosmotic Laxatives —<i> Glyc¬ 
erin. The Panel concludes that glycerin 
is safe and effective in the amounts usual¬ 
ly used rectaliy as an aid in evacuation 
of the bowel: 3 grams as a suppository; 
5 to 15 milliliters as an enema. Children 


LABELING 

The labeling should state: (1) "For 
rectal use only and not for oral use. Large 
doses of glycerin Lf taken orally can lead 
to serious toxic effects." (2) “Glycerin 
administered rectaliy may produce In 
some individuals rectal discomfort or a 
burning sensation." 

RUIIftBCM 
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for Inducing lower Bowel Evacuation. Its 
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(111 Sorbitol . The Panel concludes that 
sorbitol is safe and effective in amounts 
usually administered rectaliy (120 mllli- 
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liter# as a 25 to 30 percent solution) In 
laxative products for occasional use 
(Children 2 years and older 20 to 60 ml 
in same concentration, administered 
rcctally). 

Sorbitol Is a poorly absorbed poly¬ 
alcohol of the hexose sugar, sorbose. Be¬ 
cause of its limited absorption from the 
gastrointestinal tract. If given orally in 
sufficient Quantities, It promotes an os¬ 
motic diarrhea. The oral laxative mini¬ 
mum effective dose in man appears to be 
about 50 grams. This dose Is used occa¬ 
sionally to produce taxation In patients 
with some complicated disease, but is 
not approved for use as an oral laxative 
in OTC products. When administered 
rcctally as a hypertonic solution, it pro¬ 
motes defecation. 

Sorbitol given orally has been shown 
in animals to be less Irritating to the 
intestinal mucosa than glycerin, but the 
observed changes are qualitatively sim¬ 
ilar and dose and concentration depend¬ 
ent. 

TRAVELING 

“For rectal use only.* 4 

Rsmorcn 

(1) Adcock, L. H and C. H. Oroy. Thu 
Metabolism of Sorbitol In the Human Sub¬ 
ject,* Biochemical Journal. 65:554-560. 1957. 

(2) Staples, R.. A. Mlahcf and J. War- 
deU, Jr.. •‘Oastrclnteatlnal Irritant Effect 
of Olycerin as Compared with Sorbitol and 
Propylene Glycol In Rata and Doge." Journal 


Sul/onicetn-ite 

Dioctyl calcium nilfoemcclnnte (oral)-— 

Dioctyl potassium Bulfcwuccinate (reolal)..- 
Dioctyl Sodium auifoeuednate (oral)- 


The mechanism of action of dloctyl 
sodium sulfosucclnate (DSS) salts is 
not completely understood. Published lit¬ 
erature based on in vitro studies sug¬ 
gests that they act by a detergent aetkm 
which lowers surface tension at the oil- 
water interface permitting water and 
lipid to penetrate the fecal mass and 
soften the stool. Absorption of DSS does 
occur in the duodenum and jejunum. The 
clinical significance of Intestinal absorp¬ 
tion of DSS has not been determined. 

Recent evidence suggests that the lax¬ 
ative properties of DSS may be explained 
by its ability to stimulate secretion of 
electrolytes and water in the colon. The 
effect is associated with on Increased 
concentration of cyclic adenosine mono¬ 
phosphate in the colonic mucosal cells 
exposed to DSS. 

Significant toxicity in the human has 
not been attributed to DSS when used 
alone as a laxative. Hepatic toxicity has 
occurred when DSS was used in com¬ 
bination with oxyphenisatin. but this 
drug combination is no longer being 
marketed. 

Published reports available to the 
Panel concerning studies made in many 
types of constipated patients show DSS 
to be effective In softening the stool. 
Only minimal and Insignificant side ef¬ 
fects have been attributed to its use. 


of Pharmaceutical Sciences. 56:398-400. 1967. 

(9) Prescott. L. G , "Pharmacokinetic Drug 
Interaction," lamrt. 2:1339 1243. 1960 

(4) Stemplen, Q. J.. "Double-Blind Eval¬ 
uation of Sorbitol. Phosphate, and Dextroae 
Knema* at Sigmoidoacopy." Gastroenterology. 
36:830-631, 1050. 

(5) Agoatlnl. L-. P. F. Down J. Muriwn 
and O. M. Wrong, "Faecal Ammonia and pH 
During Lactulose Administration In Man: 
Comparlfon With Other Cathartics," Out, 
13:659-866. 1972. 

(d> Active ingredients classified as 
stool softener and lubricant laxatives. 
The active ingredients as stool softener 
laxatives and lubricant laxatives are 
particularly useful when the stools arc 
hard and dry or when disease of the anus 
and rectum exist that make the passage 
of a firm stool painful. These products 
should be used only occasionally or no 
longer than a week when token dally as 
they may interfere with the absorption 
oif a number of nutrients including some 
vitamins. If relief of the condition for 
which the product Is taken is not 
obtained In a week, the user should con¬ 
sult a physician. The following Ingre¬ 
dients are considered, by the Panel, to be 
safe and effective when taken as directed. 

(1) Stool softener laxatives —(i> Dioctyl 
sulforuccinate preparations. The Panel 
concludes that the following dioctyl sul¬ 
fosucclnate preparations are safe and 
effective in amounts usually taken orally 
or rcctally in laxative products. 


Usual dally dose 

50-360 mg day (25 mg for Infanta under 2 
years. 50-150 mg/ day for children). 

50-250 mg/day (100 mg/day for children). 

50-360 mg/day (20-60 mg for Infanta 
under 2 years, 50-150 mg day for 
children). 


In spite of the reported record of 
safety. DSS possesses potent detergent 
properties and the Panel recognizes that 
it might facilitate gastrointestinal or 
hepatic cell uptake of other drugs, there¬ 
by. potentiating their activity. The ab¬ 
sorption of mineral oil (a lubricant laxa¬ 
tive described elsewhere in this docu¬ 
ment) may be enhanced by DSS, and 
therefore, these agents should not be 
taken concurrently. The doses of DSS 
and dioctyl calcium sulfosucclnate (DCS) 
should be as small as possible to give 
the desired result. 

Current Information docs not warrant 
a need to restrict the use of DSS. DCS. 
or dioctyl potassium sulfosucclnate 
(DPS), but reevaluation may be needed 
as additional data become available. 

LABELING 

Because of possible drug Interaction, 
the label should contain a statement 
such as: 

Warning.—D o not take thin product if you 
are presently taking a prescription drug or 
mineral oil. 

The label should also contain a state¬ 
ment such as: 

Caution. —This product should be used 
only occasionally, but in any event no longer 
than dally for 1 week. 


RimtKCts 

(1) Dujovne. C. A„ and D. W Shoe man. 
"Toxicity of a Heps to toxic Laxative Prepara¬ 
tion in Tissue Culture and Excretion in Bile 
In Man," Clinical Pharmacology and Thera¬ 
peutics. 13 602-606, 1972 

(2) Hyland. C. M and J. D. Foran. "Dloc¬ 
tyl Sodium 8ulphoeucclnate as a Laxative In 
tho Elderly." Practitioner. 200:698 699. 1968. 

(3) Donowltr. M and H. J. Binder. "Dloctyl 
Sodium Sulfoeucclnate (DSS) Stimulates 
Largo Intestinal Water and Electrolyte Se¬ 
cretions: Mechanism of Laxative Action?." 
Gastroenterology. 66: A184/838. 1974. 

(4) Phelps, D. K. "Effect of Dloctyl Sodium 
8ulfosucc!nate on Bowel Function in Mental 
Patients." Journal of the Indiana State Medi¬ 
cal Association. 51:646 648. 1958 

(5) Sanders R. C. and F W Wright. "Co¬ 
lonic Preparation* A Controlled Trial of Dul- 
codos. Dulcotax and Senokot DX," British 
Journal of Radiology. 43 215-247, 1970. 

(2) Lubricant laxatives —(1) Mineral 
oil . plain. The Panel concludes mineral 
oil preparations to be safe and effective 
In the amount* usually administered 
orally only at bedtime (adults, 15 to 45 
milliliters, and children over 6 years 10 
to 15 milliliters) and rectally (adults, 120 
milliliters, and children 6 years of ago 
and older—60 milliliters) provided tho 
specific directions and limitations are 
carefully followed. 

Mineral oil. a mixture of colorless, 
tasteless, liquid aliphatic hydrocarbons 
obtained from petroleum, Is a laxative 
agent that acts by a lubricating effect on 
the intestinal mucosa and a lubricating 
or softening action on fecal material. It 
is non-lrritatlng. not digested by endog¬ 
enous gastrointestinal enzymes, and 
minimally absorbed. 

Side effects with the proper use of 
mineral oil are few. Absorption of a num¬ 
ber of dietary nutrients Including fat 
soluble vitamins may be impaired by 
concurrent ingestion of mineral oil. 
Thus, mineral oil should be taken orally 
at bedtime, when the stomach is empty. 
Administration of mineral oil may lower 
prothrombin levels probably secondary 
to impaired vitamin K absorption and 
regular use In pregnancy may predispose 
to hemorrhagic disease of the newborn. 
As the absorption of mineral oil may be 
enhanced by dioctyl sodium sulfosucci- 
nate (a stool softener described else¬ 
where In this document), these agents 
should not be taken concurrently. With 
chronic use and particularly with excess 
dosage, anal leakage, and dermatologio 
reactions may ocur. 

On very infrequent occasions, mineral 
oil may be aspirated and cause lipid 
pneumonitis particularly in yoang chil¬ 
dren and debilitated elderly persons. 
Deposition of mineral oil in various tis¬ 
sues may simulate neoplasms. Mineral 
oil should not be given to patients with 
esophageal or gastric retention. 

LABELING FOB ORAL PREPARATIONS 

The label must state: “Cautloh: To bo 
taken only at bedtime. Do not take for 
more than 1 week. Do not administer 
orally to infants or children under 6 
years of age, to pregnant women, to bed¬ 
ridden or aged patients, to persons with 
difficulty in swallowing, recent vomiting 
or regurgitation, or abdominal pain ex- 


FEDERAl REGISTER, VOL 40, NO. 55—fRIOAY, MARCH 21, 1975 











PROPOSED RULES 


12913 


ccpt on the advice and supervision of a 
physician. 

Because of possible drug interaction, 
the label should contain a statement 
such as: “Do not use this product if you 
are currently taking a stool softener lax¬ 
ative.'* <8ee dioctyl sodium sulfosucci- 
nate section of this document for 
explanation). 

(it) Mineral oil emulsion The Panel 
concludes certain mineral oil emulsions 
are safe and effective In amounts usually 
administered orally twice a day with the 
first dose taken on arising and the sec¬ 
ond dose taken at bedtime and neither 
dose at mealtimes (adults 15 to 45 ml of 
mineral oil component of emulsion, chil¬ 
dren over 6 years of age 0.25 to 5 ml of 
mineral oil component of emulsion). 
'Emulsification of mineral oil by magne¬ 
sium hydroxide or other agents reduces 
the size of oil droplets, and there is evi¬ 
dence that this properly results in en¬ 
hanced penetration of mineral oil into 
the fecal mass. Emulsification would 
theoretically enhance intestinal absorp¬ 
tion but the Panel is unaware of evidence 
that this occurs. 

LABELING FOR ORAL PREPARATIONS 

The Panel concludes that the labeling 
which applies to plain mineral oil, should 
also apply to mineral oil emulsion with 
the exception of the bedtime Ingestion 
limitation for plain mineral oil. That 
limitation should be modified to permit 
a twice daily dosage regimen for mineral 
oil emulsion with the first dose taken on 
arising and the second dose taken at bed¬ 
time and neither dose at mealtime. 

LABELING FOR RECTAL PREPARATIONS 

The precautions listed above for oral 
administration do not apply to rectal ad¬ 
ministration of mineral oil. 

LABELING FOR HEALTH PROFESSIONALS 

Professional labeling may contain as 
additional indications: “For the prep¬ 
aration or the colon for x-ray and endo¬ 
scopic exam! nation." 

Labeling shall contain the following: 
“Side effects with the proper use of min¬ 
eral oil are few. However, with chronic 
use and particularly with excess dosage, 
excessive luxation, anal leakage and der¬ 
matologic reactions may occur. Owing to 
its property as a lipid solvent, liquid 
paraffin (mineral oil) may interfere with 
the absorption of pro-vitamin A, vitamin 
A. and vitamin D leading to impairment 
of calcium and phosphorus metabolism. 
This occurs only under conditions of 
chronic usage. Administration of mineral 
oil may lower prothrombin levels, prob¬ 
ably secondary to impaired vitamin K 
absorption, and regular use In pregnancy 
may predispose to hemorrhagic disease 
of the newborn. Because of possible in¬ 
terference with nutrition, mineral oil 
should not be Ingested In close proximity 
to meals. These side effects occur very 
rarely and then only with chronic and 
abusive use." 

RxrxEXKna 

(1) AM A Drug Evaluation*, 1st Ed.. AMA 
Council on Drug*. American Medical Asso¬ 
ciation, Chicago, pp. 500-601, 1071. 


(2) Martin. E. W., Hazards of Medication, 
J. D. Llppincott Co., Philadelphia, pp. 677 and 
686, 1071. 

(3) Anderson. N. P.. “Contact Dermatitis; 
It* Relation to Petroleum Products,’* Indus¬ 
trial Medicine and Surgery. 22:270-273. 1053. 

(4) Steigm&nn, P_. H. Popper, H. Dynlcwlca 
and I Maxwell. “Critical Level* of Mineral 
Oil Affecting the Absorption of Vitamin A.” 
Gastroenterology. 20:587 504, 1052. 

(5) J avert, C. T. and C. Macrl, “Prothrom¬ 
bin Concentration and Mineral Oll,“ Ameri¬ 
can Journal of Obsterlc* and Oynecology, 
42:400-414, 1041. 

(6) Poppel. M. H. and C. K Bangappa,'* 
•'The Induction of a Disordered Motor Func¬ 
tion Pattern In the Small Bowel by the Ad- 
mlnintratton of Mineral Oil.” American Jour¬ 
nal of Roentgenology, 83:026-027, 1060. 

(7) Balm. R. and E W. Hughe*. “A Case of 
Chronic Paraffin Pneumonitis,” Thorax, 25: 
762 768,1070. 

(8) Naim, R. C. and M. P. A. Woodruff. 
•• ’Paraffinoma’ or the Rectum," Aunal* of 
Surgery. 141:536-540. 1055. 

<e) Active ingredient classified as a 
miscellaneous laxatii^e —<f> Released car¬ 
bon dioxide from combined sodium bi¬ 
phosphate anhydrous, sodium acid pyro¬ 
phosphate and sodium bicarbonate. The 
Panel concludes that rectal suppositories 
which release carbon dioxide are safe and 
effective in the amounts usually used 
rcctally once a day as an aid in evacua¬ 
tion of the bowel (no pediatric dosage for 
children under 12 years). 

The suppository dosage form contains 
1.2 gm to 1.5 gm sodium biphosphate 
anhydrous, 0.0 \ gm to 0.05 gm sodium 
acid pyrophosphate and 1.0 gm to 1.5 gm 
sodium bicarbonate, and works through 
the production of carbon dioxide (ap¬ 
proximately 230 ml) in the rectum. The 
active ingredient, carbon dioxide, is pro¬ 
duced by the action of water on these 
ingredients. The expanding gas induces a 
gentle pressure In the rectum thereby 
promoting bowel movement. The supposi¬ 
tory should be placed under a water top 
for about 30 seconds or immersed in a 
cup of water for at least 10 seconds prior 
to rectal Insertion. 

LABELING 

• 

The product should be labeled for rec¬ 
tal use only. To facilitate the release of 
carbon dioxide, the labeling should state: 
"Do not lubricate with mineral oil or 
petrolatum jelly, prior to rectal Inser¬ 
tion." In addition, the following warning 
should be included: 

Warning.— Rectal bleeding, or failure to 
evacuate may Indicate a serious condition 
and a physician should be consulted. 

RimiKCM 

(1) Hamilton. W., and W Walker. “Carbon 
Dioxide Suppositories a* Preparation for Sig¬ 
moidoscopy." Journal of the National Medi¬ 
cal Association, 67(6) :496-7. 1065. 

(2) Slotkln. R . “A Study of the Vacuett 
Suppository In the Pediatric Patient," Journal 
Pediatrics, 66(6): 954-6. 1965 

(3) Welsh, J., “Preparation of Outpatients 
for Proctoaooplc Examination." The Journal 
of the Oklahoma 8tate Medical Association, 
6:467-9. 1968. 

(4) Barowsky, H.. "A Rectal Suppository 
for Inducing Lower Bowel Evacuation.*’ 
American Journal Gastroenterology, 39(2): 
183-6, 1963. 


(5) Blumbcrg. N., *’A New Suppository for 
Functional Constipation." Medical Times, 
91(1):45-7. 1963. 

(6) Culp. C„ “Bowel Preparation for Proc¬ 
tosigmoidoscopy." Nebraska State Medical 
Journal. 60<2) .70 62. 1965 

2. Conditions under which laxative 
products are not generally recognized as 
safe and effective or are misbranded. 
After carefully reviewing all data sub¬ 
mitted. as w’eil as additional evidence 
provided by the Food and Drug Adminis¬ 
tration and consultants to the Panel and 
the results of an extensive literature 
search, the Panel concluded that some 
OTC laxative ingredients should be re¬ 
moved from the market because of the 
lack of data supporting their safety. The 
Panel found no scientific basis or even 
sound theoretical reasons for claimed 
effectiveness of a number of ingredients 
used in OTC laxatives. In addition, cer¬ 
tain labeling claims were considered 
misbranding. Statements and suggestions 
that laxatives "Improve well being" or 
"promote good Jiealth" are unproven 
and unacceptable. "Irregularity" as an 
Indication for use is misleading because 
"regularity" of bowel movement is not 
essential to health or well being. Laxa¬ 
tive products arc not appropriate for 
use solely on the basis of a lack of "regu¬ 
larity," because variability of frequency 
of bowel movements is normal within 
the limits referred to elsewhere in this 
document. All undocumented claims such 
as "stimulates colonic peristalsis," "act« 
naturally." and "promotes gentle move¬ 
ments" are unacceptable. 

The Panel concludes that the follow¬ 
ing ingredients, labeling, and combina¬ 
tion drugs involved should be removed 
from the market unless and until further 
scientific testing supports their use: 

Active Ingeedocnto 

Calomel 

Carrageenan, degraded 
Podophylum resin (podophyllln) 

Other laxative resins 
Colocynth 
EUtertn 
Gamboge 
I pome* 

Jalap 

Combinations With Nonlaxativx Active 
In cam HINT'S 

Belladonna extract (belladonna alkaloids) 

Bismuth subnltrate 

Capsicum 

Carold papain 

Ginger 

Ipecac powder 

Thiamin, multivitamin preparations, and 

minerals 

Labeling Claims fob Specific Incbfoientb 

Bile acids and ox btla 
Dehydrochollc add 
Magnesium compounds 

a. Active ingredients —(1) Calomel 
(mercurous chloride). The Panel con¬ 
cludes that calomel is unsafe and un¬ 
reliable as a laxative. 

No data on calomel were submitted to 
the Panel for review. However, a review 
of the presently available literature by 
the Panel requires classification of this 
compound in Category H and merits 
special comment, especially with regard 
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to the conclusion that it Is unsafe to use 
as a laxative (Ref. 1). 

Calomel is relatively insoluble; how¬ 
ever, in the presence of alkali and bile 
in the intestine, it is oxidized to some 
extent to mercuric ion. which is respon¬ 
sible for the toxicity of the drug (Refs. 
2 and 3). In the event that calomel fails 
to produce prompt taxation, appreciable 
amounts of mercury may be absorbed and 
cause systemic mercury poisoning (Refs. 
2,3, and 4) . Autopsies of two women who 
had been chronic users of calomel- 
containing laxatives revealed renal tubu¬ 
lar and cerebellar damage and chronic 
colitis. In addition to having kidney 
failure and necrosis of the colon, the two 
patients before death had central nerv¬ 
ous system manifestations such as per¬ 
sonality change and failure of cognition, 
and at autopsy elevated mercury levels 
in the kidneys, brain, and colon (Refs. 5 
and 6>. In Infants, administration of 
calomel has caused a severe febrile, 
(erythematous disease known as aero- 
dynia (pink disease) (Reis. 3. 4, and 
7 ). 

Rcrnxirm 

(1) AMA Drag Evaltinttons, "Laxatives and 
Agents Affecting Fecal Consistency" 2d Ed.. 
American Medical Association, Chicago, p. 
799. 1973. 

(2) Fingl, K. “Cathartic* and laxatives," 
The Pharmacological Basis of Therapeutics, 
Edited by Goodman. L. 8. and A. Gilman. 
4th Ed.. MacMillan. New York. p. 1028. 1970. 

(3) Barrett. F. R. “Caicmcl and Pink 
Dtsea.se: Preliminary Report/* Medical Jour¬ 
nal of Australia. 44:714-718, 1957. 

(4) Barrett. F. R. “A Biochemical Ap¬ 
proach to Calomel-Induced Mercurial tsm 
and to the Etiology of Pink Disease/* Medi¬ 
cal Journal of Australia, 44:242-245.1957. 

(5) Davis. L. E., J. R. Wands. 8. A. Weiss. 
D. L. Price and E. F. Olrling, “Central Nerv¬ 
ous System Intoxication from Mercurous 
Chloride Laxatives/* Archives of Neurology, 
30:428-431. 1974. 

(6) Wands, J. R.. 8. W Weiss. J. H. Taid- 
ley and W. C. Maddrcy, “Poisoning Due to 
Laxative Abure/* American Journal of Medi¬ 
cine. 57:92-101. 1974. 

(7) Jones. F. A and K. W. Godding. -Man¬ 
agement of Constipation/* Blackwell Scien¬ 
tific Publication. London, p, 56.1972. 

(2) Carrageenan, degraded (Chandras 
crispus, Irish moss}. The Panel con¬ 
cludes that, owing to potential hazards 
associated with absorbed degraded car¬ 
rageenan. this material cannot be con¬ 
sidered safe on the basis of current evi¬ 
dence. 

Native carrageenans which are used in 
foods possess molecular weights within 
the range of 100.000 to 800.000. If the 
cross-linkages of the polymer are broken, 
degraded carrageenans with molecular 
weights less than 30,000, are formed. In 
most animal species tested, native car¬ 
rageenans (See Category HI discussion 
below) are poorly absorbed, but degraded 
carrageenans are much more amenable 
to absorption, especially In herbivorous 
animals. When added to the drinking 
water of guinea pigs and rabbits, de¬ 
graded carrageenans caused diarrhea, 
severo colonic ulceration, hyperplasia of 
the intestinal mucosa, and weight loss 
(Refs. 1 through 6). Degraded carra¬ 
geenan in the drinking water Ingested by 


Rhesus monkeys was extensively depos¬ 
ited in the reticuloendothelial cells and 
was still present In Kupffer cells 6 
months after cessation of carrageenan 
administration (Ref. 7>. 

Owing to the observation that de¬ 
graded carrageenan may inhibit the pro¬ 
teolytic activity of gastric enzymes, the 
material has been used In man in the 
treatment of peptic ulcer (Refs. 5 and 0). 
Because many of these studies were poor¬ 
ly controlled, the significance of these 
observations is open to question. 

The parenteral administrations of car¬ 
rageenan produces a wide variety of ef¬ 
fects. These include, among others, the 
following: induction of irritation, inflam¬ 
mation. and edema: granuloma forma¬ 
tion; release of kinins, probably by 
activation of the plasmin system; hypo¬ 
tension; antlcoagulatlon; inhibition of 
complement fixation; and inhibition of 
immediate and delayed hypersensitivity 
reactions (Ref. 5). 

RxmrNcts 

(1) Watt. J„ and R. Marcus. "Clcartatlve 
Colitis In Rabbits Fed Degraded Carrageen¬ 
an," Journal of Pharmacy and Pharmacology. 
22:130-131. 1970. 

(2) Watt, J. and R Marcus, “Carrageenan- 
Induced Ulceration of the Large Intestine in 
the Oulnea Pig." OUT. 12:184-171. 1971. 

(3) Watt, J. and R. Marcus. "Hyperplastic 
Mucosal Changes in the Rabbit Colon Pro¬ 
duced by Degraded Carrageenan." Gastroen¬ 
terology. 69:700-763, 1970. 

(4) Anon. "Articles of General Interest: 
Carrageenan." Food and Cosmetics Tbxicol- 
enry. 9:681.1971. 

(6) DiRoea, M, “Biological Properties of 
Carrageenan." Journal of Pharmacy and 
Pharmacology. 23:89-102. 1972. 

(8) Fabian, R. J., R, Abraham. F. Coulston, 
and L. Go! berg, “Carrageenan-Induced 
Squamous Metaplasia of the Rectal Mucosa 
In the Rat." Gastroenterology. 65.265 270. 
1973. 

(7) Abraham. R.. L. Golbcrg, and F. Ooul- 
ston, "Uptake and Storage of Degraded 
Carrageenan In Lysoeomes of Reticuloendo¬ 
thelial Cells In the Rhesus Monkey. Macaca 
mulattn." Experimental and Molecular 
Pathology. 17: 77-93. 1972. 

(8) Beni tar.. K P. L. Golbcrg, and F. Coul- 
ston, *'Intestinal Effects of Carrageenan in 
the Rhesus Monkey/* Food and CoemeUcs 
Toxicology. 2: 565-575, 1973 

(9) Evans. P. R. C., 8. Nowell, and I. A P. 
Thomas. "Blind Trial of a Degraded Carr a- 
geentn and Aluminum Hydroxide Oel In the 
Treatment of Peptic Ulceration." Post¬ 
graduate Medical Journal. 4: 48-52. 1965. 

(3) Podophyllum resin (podophyfltn). 
The Panel concludes that podophyllln is 
unsafe for use as a laxative because of Its 
potential cmbryotoxiclty and systemic 
toxicity. 

Although podophyllum resin (podo- 
phyllin) is official in the U.S. Pharma¬ 
copeia (Ref. 1). the ingredient is de¬ 
scribed only as a cytotoxic agent tn the 
topical treatment of condylomata acu¬ 
minata (Ref. 11). 

Podophyllln and its chief constituent, 
podophyllotoxin. Interfere with normal 
cell division in animals (Refs. 2 through 
4). Because of its inhibitory effect on 
dividing cells, there is concern that podo¬ 
phyllln may produce an adverse effect on 
the human embryo and/or fetus. A num¬ 
ber of investigators have tested podo¬ 


phyllln or podophyllotoxin In pregnant 
mice and rats (Refs. 4 through 8) and 
have demonstrated that these drugs 
cause a significant incidence of fetal re¬ 
sorption (mortality) and/or fetal growth 
retardation and that podophyllotoxin in¬ 
terrupts pregnancy In rabbits (Ref. 5). 
Thus, podophyllln is considered to be a 
strong embryocidal and fetal growth re¬ 
tarding agent in animals (Ref. 7). 

However, the drug has not been shown 
to produce a significant incidence of gross 
morphologic (teratogenic) defects in ani¬ 
mal fetuses (Refs. 4 through 8). Simi¬ 
larly. the clinical evidence that podophyl¬ 
lln has teratogenic properties in man is 
equivocal According to one clinical re¬ 
port (Ref. 9>, a patient ingested herbal 
“slimming" tablets during the first tri¬ 
mester of pregnancy and eventually 
delivered a baby having multiple deform¬ 
ities involving the thumb, radius, and 
ear. The "slimming" tablet contained In 
addition to podophyllln (30 mg), three 
other plant extractives whose teratogenic 
potential Is unknown. In another case 
(Ref. 10), severe peripheral neuropathy 
and intrauterine death occurred in a 
young woman in the 32d week of preg¬ 
nancy following the application of podo¬ 
phyllln (1.8 gm) to the vulva for the 
treatment of warts. 

Podophyllln is reported to possess a 
high systemic toxicity (Ref. 11). For ex¬ 
ample. in one study, the oral LD n of 
podophyllln in mice was found to be 68 
mg /kg, and the subcutaneous LD» of 
podophyllln in rats was determined to bo 
24 mg/kg (Ref. 12). Symptoms of podo¬ 
phyllln-induced toxicity In animals in¬ 
clude diarrhea, acute enteritis, rapid and 
labored breathing, hindlimb paralysis, 
and convulsions (Ref. 12). Because of the 
well documented toxic effects of podo¬ 
phyllln In animals and because podo¬ 
phyllln has the potential to cause signif¬ 
icant embryotoxldty and systemic toxic¬ 
ity in man. the Panel concludes that this 
drug is unsafe for use as a laxative. 

Rxrar*cxa 

(1) The Pharmacopeia of the United 
States or America, 18th Rev.. The United 
States Pharmacopeia! Convention. Inc. Be- 
thesda. Md .p 512. 1970. 

(3) King. L. 8. and M. Sullivan. "The Sim¬ 
ilarity of the Effect of Podophyllln utid Col- 
cbe^ine and Their Use In the Treatment of 
Condylomata Acuminata." Science, 104:244- 
245. 1946. 

(3) Tuchmann-Duplcsels. H.. "The Action 
of Anti-Tumour Drags on Oestatlon a*3d on 
Kmbryogenests. ‘"Teratology. Edited by Ber- 
tcfll, A. and L. Donat 1. Excerpta Modlca 
Foundation, Amsterdam, p. 78, 1989. 

(4) Jouejo. M. G. and W. C. LeLlcvcr. “In 
vivo Effects of Vinblastine and Podophyllln 
on Dividing Cells of DBA Mouse Fetuses," 
Canadian Journal oI Genetics and Cytology, 
15:491-495. 1973. 

(6) Didcock, K. A. C. W. Picard, and J. M. 
Robson. "The Action of Podophyllotoxin on 
Pregnancy." Journal of Physiology, I17:65P- 
66P. 1952. 

(6) Thiersch. J. B., "Effect of Podophyllln 
(P) and Podophyllotoxlno <PT) on the Rat 
Litter in utero/* Proceedings of the Society 
of Experimental Biology and Medicine, 113: 
124-127, 1983. 

(7) Joneja. M. O. and W C. Lc Li ever. "Ef¬ 
fects of Vinblastine and Podopbylttn on DBA 
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Mourn* Fetuses/* Toxicology on* Applied 
Pharmacology. 27:408 414, 1*74. 

(8) Dwarntk, J. -Effect of Podophylltn 
and Temperature in Skeletal Development of 
tho Holtaman Albino Rat/* Doctoral TbesU 
submitted to Uni vanity of Manitoba, 1040 is 
included In OTC Volume 090135.' 

(9) Guilts, J. ML. -Congenital Deformities 
and Herbal *311010)1118 Tablets,*" Lancet, 2: 
611-512, 1962. 

(10) Chamberlain. M. J„ A. L. Reynolds, 
and W. B Yeoman, ‘Toxic Effect of Podophyl¬ 
lum Application In Pregnancy/* British Med¬ 
ical Journal. 3:391-392, 1972. 

(11) Goodman, L. 3. and A. Gilman, The 
Pharmacological Basis of Therapeutics, 2nd 
Ed., Macmillan Co., N Y., pp. 1020 and 1052. 
1956. 

(12) Sullivan M , R. IT Fonts. Jr., and M. 
HUgartner. "Tbxleology of Podophylltn.- Pro¬ 
ceedings of tho Society of Experimental Biol¬ 
ogy and Medicine, 27 269-272. 1961. 

(4) Other laxative resins < colocpnfh, 
elaterin. gamboge. tpomca, jalap*. The 
Pane! concludes that these plant prod¬ 
ucts are unsafe for use as laxatives be- 
caur of their potential toxicity. 

These plant resins contain active in¬ 
gredients (usually glycosides) which are 
released in the Intestines. These plant 
principles are profoundly irritant to the 
intestines and produce profuse watery 
stools, which may be blood-tinged, and 
cause considerable colic (Refs. 1 through 
3). Overdose may lead to severe prostra¬ 
tion (Ref. 1). Because of the strong ac¬ 
tion of these irritant principles on the 
small intestine, their injudicious and 
long-continued use may lead to nutri¬ 
tional deficiencies, potassium depletion 
and dehydration (Refs. 1 through 3 j. 

Although these resinous laxatives are 
not widely used today, the Panel # t aware 
that some OTC laxative mixtures con¬ 
tain these products (Ref. 4). There are 
no adequate clinical studies to demon¬ 
strate that there are safe and effective 
laxative doses of these irritant resins. 

WarwMMMcem 

(1) Plngrl. E, "Cathartics and Laxatives/* 
Pharmacological Baals of Therapeutics. 4th 
Ed . Edited by Ooodmon, L 8. and A. Oil¬ 
man. MacMillan, NY, p. 1029.1970. 

(2) Bonny cos tie. D. D. -Cathartics and 
Laxatives," Drill’s Pharmacology In Medicine, 
Edited by J. R. Dtpalma, 4th Ed.. McGraw- 
Hill. NY. p. 981.1971. 

(2) Moegregor. A. G . "Purgative and Lax¬ 
atives.- British Medical Journal, 2:1423. 1960 

(4) Darlington. R. C. -Laxatives." Hand¬ 
book of Non-Proscription Drugs, Edit'd by 
O. B. Griff mhagen. 2nd Ed., American Phar¬ 
maceutical Association. Washington. DC, p. 
41.1071, 

b. Combinations with nonlaxative ac¬ 
tive Ingredients. Some OTC laxative 
products contain nonlaxative ingredients 
which do not contribute to taxation and 
in some Instances, greatly increase 
risk of side effects. Other products con¬ 
tain nonlaxative active ingredients for 
which the Panel can find no scientific 
or medical rationale. The Panel concludes 
that the following nonlaxative active 
ingredients In combination with laxa¬ 
tives are irrational combinations and are 
not appropriate therapy for a significant 
portion of the population. 

(1) Combinations containing nonlax¬ 
ative active ingredients that increase the 


likelihood of side effects and/or reduce 
the safety of the product.—Belladonna 
extract (belladonna alkaloids). The 
Panel concludes that the use of bella¬ 
donna extract or other anticholinergic 
agents in combination with oral laxa¬ 
tives constitutes Irrational and unsafe 
therapy. 

Belladonna extract, which Is extracted 
from the leaves of Atropa belladonna. 
contains atropine and other anticholiner¬ 
gic alkaloids (Ref. 1). The usual quan¬ 
tity of belladonna extract contained in 
a unit dose of a product Is 8 milligrams 
(equivalent to 0.1 milligram belladonna 
alkaloids). Belladonna extract Is some¬ 
times combined with laxative mixtures 
containing anthraquinonc compounds, 
presumably to counteract potential grip¬ 
ing action of these laxatives (Ref. 2). 
However, due to short duration of action 
(2 to 3 hours) of belladonna extract, the 
use of this anticholinergic plant drug 
for this purpose is irrational because its 
antispasmodic action on the intestine 
will have subsided before the laxative ac¬ 
tion (18 to 24 hours) of the anthraqui- 
none Is manifest (Refs. 2 and 3>. 

The addition of belladonna extract to 
laxative products increases the risk of 
toxic side effects. The Panel Is aware of 
serious poisoning in children who acci¬ 
dentally ingested laxatives that contain 
belladonna alkaloids (Ref. 4). 

RinacNcn 

(1) Swtnyard, E. A. and 8. G. Harvey, 
"OftAtroIntestinal Drags,” Remington's Phar¬ 
maceutical Sciences, !4th Ed., Mack Pub¬ 
lishing Company, Easton. Pennsylvania, p. 
796. 1970. 

(2) Fingl. E . "Cathartics and Laxatives." 
Tho Pharmacological Basis of Therapeutics. 
4th Ed.. Edited by Goodman. L. 8. and A. 
Gilman, MacMillan. New York. pp. 811-823. 
1070. 

(3) Bonnycastte. D. D„ “Cathartic* and 
Laxative*/* DrUl*s Pharmacology In Medicine, 
4th Ed . Edited by DlPalma. J. R . McGraw- 
Hill, N.Y., p. 981, 1971. 

(4) Palmlsano, P. A.. American Academy of 
Pediatrics, Subcommittee on Accidental 
Poisoning, Personal Communication to the 
Food and Drug Administration, October 29. 
1073. 

(2) Combinations of laxative and non- 
laxative ingredients lor which there is 
no medical or scientific rationale . 

(I) Bismuth Subnitrate. The Panel 
concludes that the use of bismuth sub- 
nitrate or other bismuth salts in com¬ 
bination with laxatives constitutes ir¬ 
rational therapy. 

There Is no scientific evidence to in¬ 
dicate that bismuth salts contribute to 
the efficacy or safety of laxative prepara¬ 
tions. Bismuth Is considered in some 
textbooks as an astringent and adsorb¬ 
ent. and is discussed by the Panel un¬ 
der antJdlarrhcals. 

Retxbjcncix 

(1) Swlnyard. K. A., -Demulcents. Emolli¬ 
ents. Protective* and Adsorbents, Anttpers- 
plrants and Deodorants, A door Stable Hemo¬ 
statics. Astringents, Irritants. Sclerosing 
Agents. Caustics, KcratolytKcs, AntUeborrhe- 
lea. Melanlzlng and Demelanlxlng Agents, 
Mucolytic*, and Certain Kneymes.” The 
Pharmacological Boats of Therapeutics, 4th 


WL. Edited by Goodman. L. 8. and A. Oil¬ 
man, MacMillan. New York, p 990. 1970. 

(ii) Capsicum. The Panel concludes 
that the addition of capsicum to laxative 
products Is Irrational therapy. 

Capsicum Is said to be e colonic irritant 
that produces a sensation of heat (Ref. 

1) ; the agent docs not produce cutaneous 
hyperemia. The use of capsicum as a 
carminative is based entirely on subjec¬ 
tive evidence. The Panel is unaware of 
any scientific data or even sound theo¬ 
retical reasoning to indicate that capsi¬ 
cum should be considered an active lax¬ 
ative agent. 

RzTOJcnra 

(1) The United States Dispensatory and 
Phyalclan*’ Pharmacology, 26th Ed.. Edited 
by 0*01. A., R- Pratt and M. D. Altschule. 
J. B. Lipplncott Co.. Philadelphia, p. 237, 
1907, 

Gil) Caroid-papain, The Panel con¬ 
cludes that the addition of caroid-papain 
or other proteolytic enzymes to laxative 
agents Is irrational therapy. 

Caroid-papain. derived from Carica 
papaya, is a mixture of proteolytic en¬ 
zymes containing papain, bromelln, and 
ficln. which possess the property of di¬ 
gesting collagen (Refs. 1 and 2). These 
agents are thought to be Innocuous to vi¬ 
able tissues and hence may be considered 
safe. The Panel Is unaware of any scien¬ 
tific data or even sound theoretical rea¬ 
soning to indicate that caroid-papain 
should be considered an active laxative 
agent. 

RrmcNCis 

<1) Miller. J. M. and B. Goldman, -Pre¬ 
liminary and Short Report: Tho Digestion of 
Collagen.” Journal of Investigative Derma¬ 
tology. 30:217-219. 1058. 

(2) Sherry. 8. and A. P. Fletcher. "Prote¬ 
olytic Enzymes: A Therapeutic Evaluation." 
Clinical Pharmacology and Therapeutics, I: 
202 230. 1960. 

(Iv) Ginger. The Panel concludes that, 
though this material has found wide use 
and ready acceptance as an aromatic 
carminative and flavoring agent, no 
studies have indicated its effect as a lax¬ 
ative agent 

Ginger, the dried rhizone of Zingiber 
officinale, contains a volatile oil. a non¬ 
volatile mixture of substances possessing 
pungent principles collectively termed 
gingerol. and on acrid resin (Refs. 1 and 

2) . It has been advocated for use in man 
as a carminative for flatulence (Refs. 2 
and 3). In addition, it has been used in 
veterinary* medicine as a carminative for 
atonic indigestion as well as spasmodic 
colic, and has been added to veterinary 
purgatives to prevent griping (Ref. 1). 
There is no evidence of which the Panel 
has been made aware that ginger pos¬ 
sesses laxative properties or Is active In 
man. 

RiraiNCQ 

(1) Redgrovc. H. 3 . "Borne Notes on Gin¬ 
ger.” Pharmacy Journal and Pharmacist, 
125:94, 1930. 

(2) Grieve. M. ”A Modern Herbal." Hafucr 
Proas. Vol. I, pp. 363-364, 1969. 

(3) Glatzcl. H„ "Treatment of Dyapeplk 
Disorder* wtth Spice Extracts." Hlppokratca, 
40:916, 1960 (Or ). 
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(v> Ipecac powder. The Panel con¬ 
cludes that the use of ipecac in any 
amounts in combination with laxatives 
constitutes irrational therapy. 

Powdered ipecac, which is obtained 
from the plant Ccphaells ipecacuanha 
contains a number of emetic alkaloids, 
including emetine and ccphacllne <Ref. 
1>. Powdered ipecac is now added to 
some laxative mixtures that contain 
belladonna extract, on the assumption 
that the emetic will induce vomiting in 
the event of an overdose of the laxative 
mixture. The Panel concludes this is ir¬ 
rational therapy. Furthermore, the 
quantity of powdered Ipecac used in OTC 
laxative pnxiucts would not provide an 
emetic dose, even if ICO dosage units of 
the laxative product were lnsestcd (Ref. 
1 ). 

Rontsm 

(11 Th© Pharmacopeia of the United 
States of America. 18th Rev.. Th© United 
State© Pharmacopelal Convention. Inc.. Mack 
Printing Co. Boston. PA, p. 34ft, 1870. 

<vl> Thiamin, multivitamin prepara¬ 
tions. and minerals. Th? Panel concludes 
that the addition of various vitamins and 
minerals, including trace elements, to 
laxative products is irrational concurrent 
therapy and places such combinations In 
Category II. 

An extensive review of the available 
literature failed to reveal any evidence 
that the addition of various vitamins, 
minerals, and trace elements to laxative 
preparations contribute to a laxative 
effect. /The Panel does not recognize any 
significant target population that re¬ 
quires laxatives and vitamins concur¬ 
rently. The Panel docs not recognize the 
use of vitamins for purposes of taxation 
or the inclusion of vitamins in laxative 
products as adjunettves to the laxative 
action of the product. The Panel further 
concurs that constipation and vitamin 
needs ordinarily bear no relationship to 
each other. The rationale of addition of 
vitamins and minerals intended as nu¬ 
tritional supplements becomes question¬ 
able due to the laxative action abrogat¬ 
ing the b!©availability of the supplement. 

Data in one study in which a combina¬ 
tion laxative product containing thiamin 
was compared with control (no laxa¬ 
tives) are unconvincing in terms of sup¬ 
porting the effectiveness of the combina¬ 
tion product, and no evaluation of 
thiamin alone was undertaken (Ref. D. 

The Panel concludes that the concur¬ 
rent use of vitamins in OTC laxative 
products is irrational therapy. 

RmtxMcn 

(I) Long, A. E„ •‘Postpartum Bowel Func¬ 
tion/* Ob 0 t*trtc©-Oynecoiogy. 11:418-420, 
1858. 

c. Labeling claims for specific ingredi¬ 
ents. The Panel concludes the following 
labeling claims are untrue and represent 
misbranding. 

(1) Dehydrocholic acid. There Is no 
evidence in support of the clilm that de- 
hydrochollc acid relieved indigestion, ex¬ 
cessive belching, after meal discomfort 
or the sensation of abdominal fullness. 
These claims constitute mislabeling and 
dehydrocholic acid is placed in Category 


n with respect to these claims. (8ee dis¬ 
cussion of dehydrocholic acid which ap¬ 
pears above in stimulant laxative state¬ 
ments.) 

(2) Bile salts (acids and ox bile). 
Claims that these agents will ‘‘relieve 
headaches and biliousness*' due to con¬ 
stipation are misleading and undocu¬ 
mented. Bile acids and ox bile are placed 
in Category II for these claims. (See dis¬ 
cussion of bile salts (acid) and ox bile 
which appears below in claimed laxative 
active ingredients in Category m.) 

(3) Magnesium hydroxide. Magnesium 
hydroxide is occasionally promoted as 
both an antacid and a laxative. This dual 
claim is permissible owing to the ac¬ 
tivity of this compound, but the public 
should be aware that when used regular¬ 
ly as an antacid, magnesium hydroxide 
causes significant taxation. However, the 
Panel is not aware of any scientific data 
that establishes a relationship between 
acid secretion and constipation. There¬ 
fore. claims of superior laxation on the 
basis of the antacid properties are not 
acceptable. (See discussion of Magnesium 
Compounds which appears above in 
saline laxative statement.) 

3. Conditions for which the available 
data are insufficient to permit final 
classification at this time. The Panel 
concludes that adequate and reliable 
scientific evidence Is not available to per¬ 
mit final classification of the claimed ac¬ 
tive ingredients and labeling listed 
below: 

Bulk Forming Laxatives 

Agmr 

Brim tablet* 

Carrageenan. naUvo (Chon dr us crLspus) 

Ouar gum 

Stimulant Laxatives 

Aloia 

Blio nails (acid) and ox bile 
d-Calcium pantothenate 
Frangula 

Prune concentret© dehydrate and prune 

powder 

Rhubarb. Chinese 
Sodium oloato 

8A LINK AND Hr PEE OSMOTIC LAXATIVES 

Tartaric acid and tartrate preparations 
Stool SomrNxas 
Poloxalkal (polykol) 

Labeling Claim rot Specific Ingredient 
Malt soup extract 

The Panel believes it reasonable to al¬ 
low 2 years for the development and re¬ 
view of evidence to permit finAl classifica¬ 
tion of these Ingredients and the claims 
made for them. Marketing need not cease 
during this time If adequate testing is 
undertaken. If data regarding adequate 
effectiveness and safety are not obtained 
within 2 years, however, the ingredients 
listed in thts category should no longer 
be marketed as active ingredients in 
over-the-counter products but may be 
permitted as inactive ingredients if the 
amount employed is necessary for the 
pharmaceutical formulation of the prod¬ 
uct. Some ingredients may be present In 
products in quantities which are phar¬ 
macologically inactive by virtue of being 
ftubciinlcal doses. In these cases the 
ingredients may be included for phar¬ 


maceutical necessity such as Improving 
the stability or pa la lability of the prod¬ 
uct. However, it is the opinion of the 
Panel that if an ingredient was originally 
claimed by the sponsor to be active, it 
cannot then also be claimed inactive and 
included for formulation purposes unless 
the following are documented: the 
absolute necessity for inclusion in the 
pharmaceutical formulation, the safety 
of the quantity in the finished product, 
and the inactivity of the quantity in the 
finished product. 

The Panel has given careful considera¬ 
tion to the types of studies and types of 
data to be required for removing a 
cl limed active laxative ingredient from 
Category III and placing it in Category 
I, See data required below for laxative 
ingredient evaluation. In general, to 
demonstrate effectiveness, the design of 
the study should have a sound scientific 
basis (e.g., a randomized, double-blind, 
cross-over study comparing claimed ac¬ 
tive ingredients to placebo). the clinical 
trial should be carefully controlled (eg., 
consideration given to selection of sub¬ 
jects representative of general popula¬ 
tion as well as diet, activity, travel, etc. 
of subjects being studied), and quan¬ 
titative measurement of various param¬ 
eters appropriate for the claimed effects 
of the Ingredient <e.g., stool frequency. 
8tool weight, stool water content, stool 
consistency, etc.). To demonstrate safety, 
appropriate toxicological studies in cx* 
perimental animals (preferably primate) 
and man are required as outlined else¬ 
where. 

a. Claimed active ingredients classified 
as bulk-forming laxatives —< 1 > Agar. The 
Panel concludes agar is safe in amounts 
usually taken orally In laxative products 
but is unable to document effectiveness 
when used alone in any dose. 

Agar is the dried, hydrophilic, colloidal 
substance extracted from Gelrdium car- 
tilaglncum and related red algae iRefs. 
1 through 3 and 5). It is rich in indigest¬ 
ible hemicellulose. is nonabsorbable, and 
apparently does not cause Irritation to 
the gastrointestinal mucosa. Agar will 
absorb at least five times its weight of 
water at 25* C. On absorbing water, it 
forms a gel and theoretically Increases 
the bulk of the stool. The claimed mech¬ 
anism of laxative action is considered to 
be the mechanical stimulus of distention 
(Ref. 4). It is a common ingredient in a 
variety of proprietary laxatives and is 
probably used as an emulsifying and 
stabilizing agent. When used in these 
preparations, the amount of agsr is too 
small to contribute to the laxative ef¬ 
fect of the preparation. 

DATA PERTINENT FOR SAFETY AND 
EFFECTIVENESS 

Well-designed and carefully controlled 
clinical trials are needed to demonstrate 
that agar Is a safe and effective bulk- 
forming laxative. It would be helpful to 
compare agar to a known effective bulk 
former and determine the oral dose re¬ 
quired to produce significant changes in 
stool weight, volume, consistency, and 
water content. Regarding safety, fluid in¬ 
take required to prevent obstruction of or 
impaction in the digestive tract should 
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be determined. (See paragraph I below 
for data pertinent for laxative ingredient 
evaluation.) 

(!) Flngl. E, -Cathartics and Laxatives," 
Tfce Pharmacological Basis of Therapeutics, 
4th Ed . Edited by Goodman, L 6. and A 
Oilman. MacMillan, New York, p. 1026. 1070. 

(2) AvUdo, D. M. Pharmacologic Princi¬ 
ples oT Mad leal Practice, 8th Ed, The Wil¬ 
liams and Wilkins Co, Baltimore, p. 042. 1072. 

(3) Swtnyard, E. A. and 8. C Harvey, 
••pharmaceutical Necessities." Remington's 
Pharmaceutical Sciences, 14th Ed. Mack 
Publishing Co, Easton, Pa, p. 1344. 1070. 

(41 AMA Drug Evaluations. 2d Ed, Ameri¬ 
can Medical Association. Chicago, p. 800. 1073. 

(5) The Pharmacopeia of the United States 
of America. 17th Rev, The United States 
PharmacopctAl Convention, Washington, D C , 
pp 17-18. 1065. 

<2) Bran tablets. The Panel concludes 
that there Is insufficient evidence that 
bran in the form of tablets is an effective 
laxative. 

The Panel has concluded that dietary 
bran is safe and effective as a laxative 
when taken in sufficient quantities (ap¬ 
proximately 6 to 14 grams per day). Bran 
tablets weighing 1 gram contain 0.5 gram 
of granulated bran. There is insufficient 
evidence that compressed tablets con¬ 
taining processed bran produce the same 
laxative effect os dietary bran contained 
in cereals and whole wheat bread. (See 
discussion above for bran (dietary) in 
laxative active ingredients In Category 
L) 

DATA PEATIN ENT FOR EFFECTIVENESS 

Uncontrolled studies of the effective¬ 
ness and safety of bran tablets have been 
reviewed (Ref. 1). While they demon¬ 
strate safety, the Panel concludes that 
evidence of effectiveness remains equiv¬ 
ocal. A carefully controlled, double- 
blind clinical trial is needed to determine 
If bran tablets are more effective than 
placebo In Increasing the frequency of 
bowel movement and/or softening their 
consistency. Objective methods for 
quantitating frequency and consistency 
should be employed in such a study. (See 
paragraph 1 below for data pertinent for 
laxative ingredient evaluation.) 

Rsmina 

(I) OTC Volume® 090100 through 000103 s 

(3) Carrageenan, native (Chondrus 
crispus , Irish moss ). The Panel concludes 
that although native carrageenan is safe 
in amounts not exceeding 3.5 grams per 
day. definitive evidence is lacking with 
respect to laxative action in man. 

Carrageenan Is a macromolecular 
hydrocolloid obtained from red algae, 
generally from Chondms crisp**. Mate¬ 
rial with similar composition and physi¬ 
cal properties has been isolated from 
other genera of red seaweed such ns 
Eucheuma and Gigartina . The car¬ 
rageenan from each source differs 
slightly 8s to Its property. These proper¬ 
ties are related to the amount of the 
two major components (designated 
kappa and lambda), that are separable 
on the basis of selective solubility in 
potassium chloride solutions and pro¬ 


portions of galactose, anhydrogalactose 
and sulphatcd galactose units. 

Native carrageenan is widely used in 
the food Industry because of its ability 
to combine with protein and Is used as a 
stabilizer and as a demulcent and for Its 
gelling properties. Food and Agriculture 
Organization/World Health Organization 
recommendations allow up to 50 mg/kg 
as the acceptable dally intake CADI) in 
man (Ref. 1). 

DATA PERTINENT FOR SAFETT AND 
EFFECTIVENESS 

Well designed and carefully controlled 
clinical trials are needed to demonstrate 
that carrageenan is a safe and effective 
bulk forming laxative. It would be help¬ 
ful to compare carrageenan to a known 
effective bulk former and determine the 
oral dose required to produce significant 
changes in stool weight, volume, con¬ 
sistency. and water content. Regarding 
safety, fluid intake required to prevent 
obstruction of or Impaction in the diges¬ 
tive tract should be determined. (See 
paragraph I below for data pertinent for 
laxative ingredient evaluation.) 

Rsmorm 

(1) Anon: ‘’Article* of general Interest: 
Carrageenan." Food and Cosmetic Toxicol¬ 
ogy. 0:561-580. 1071. 

(2) Abraham, R. i Golberg. and F. Colli¬ 
sion. "Uptake and Storage of Degraded Car¬ 
rageenan In Ljraosomca of Reticuloendothe¬ 
lial Cells In the Rhesus Monkey. Macaca 
mulatto,** Experimental and Molecular Pa¬ 
thology. 17:77 83. 1072. 

(4) Guar gum. The Panel concludes 
that guar gum is safe in amounts usually 
taken orally but is unable to document 
effectiveness of tills agent when used 
alone at any dose. 

Guar gum, a polysaccharide contain¬ 
ing polymers of d-galactose and d- man¬ 
nose lie, a galactomannan) is derived 
from the endosperm seed layer of the 
guar plant. Oalactomannans have a high 
affinity for water. They presumably swell 
when hydrated In vivo as they clearly 
do in vitro (Ref. 1). The hydrophilic ca¬ 
pacity is related to the particle size In 
which the plant seeds are ground and 
to the pH of the medium to which it is 
exposed. Optimum hydration occurs in 
solutions with a pH range of 7.5 to 9.0. 
According to information submitted by 
companies which market the prepara¬ 
tions. the laxative formulations contain 
particles of a size designed for minimum 
hydration duration the first few hours 
after ingestion during which time the 
material moves through the esophagus, 
stomach and upper small bowel. It is also 
claimed that more rapid dispersal and 
maximal bulk effect occurs after the 
agent has reached the lower Intestinal 
tract (Ref. 2). This property would theo¬ 
retically reduce the hazard of obstruc¬ 
tion in the esophagus, stomach, and up¬ 
per Intestine that has rarely been asso¬ 
ciated with other bulk laxatives. There 
1* no documentation that this is of more 
than theoretical advantage. 

The conclusion that guar gum is safe 
is based largely on its widespread use in 
food products such as cheese, salad dress¬ 


ings. Ice cream, sherbets, and frozen des¬ 
serts and its recognition as safe as a food 
ingredient (Ref. 3). Partially controlled 
studies in which guar gum was given in 
combination with senna concentrate 
failed to demonstrate side effects that 
could not be attributable to the senna 
(Ref. 4). 

The hvdrophillc properties of guar 
gum would support the belief that it 
should net as other bulk forming laxa¬ 
tives if given in sufficient doses. The 
nnrkotcd preparations contain X gram of 
guar gum and there is no proof that such 
a quantity alters stool character or fre¬ 
quency in man or animals. 

DATA PERTINENT TOR SAFETY AND 
EFFECTIVENESS 

Well-designed and carefully controlled 
clinical trials arc needed to demonstrate 
that Oinr Gum is a safe and effective 
bulk-forming laxative. It would be help¬ 
ful to comp^ re Guar Gum to a known ef¬ 
fective bulk former and determine the 
oral dose required to produce significant 
changes in stool weight, volume, con¬ 
sistency. and water content. Regarding 
safety, fluid intake required to prevent 
obstruction or imoactlon in the digestive 
tract should b* determined. (See para¬ 
graph I below for data pertinent for lax¬ 
ative ingredient evaluation.) 

Rzmiwcn 

(1) Chuizikowskl. R. J„ -Guar Gum aad 
Its ApMIcst’cnV Journal of the Society of 
Cosmetic Chemists. 22 : 43-80, 1971. 

(2) OTC Volume 090084 * 

(3) Krant*. J. C.: -Testimony Presented 
at the Hearings Before the Administrator. 
Federal Security Agency. In the matter of the 
standards of identity far cheese. 1947." 

(4) Bircamb, A. E, "Management of Func- 
t'onal Connipatlan." Western Medicine, 7: 
323-325. 1966. 

b. Claimed active ingredients classified 
as stimulant laxatives. —(1) Alotn. The 
Panel concludes that there are insuffi¬ 
cient clinical data to establish an effec¬ 
tive and safe 1 lxatlve dose for aloln. 

Aloin is a microcrystalline powder con¬ 
sisting of a mixture of active principles, 
chiefly barbaloln and isobarbaloln, ob¬ 
tained from aloe. The drug may vary in 
chemical composition according to the 
variety of aloe from which it U obtained 
(Ref. 1). Although a method for the bio¬ 
assay of aloln in rats has been reported 
(Ref. 2). there is no published Informa¬ 
tion on methods presently used by manu¬ 
facturers to standardize aloin for laxa¬ 
tive action. 

Aloin is usually used in combination 
with other laxative ingredients such as 
phcnolphthalein or cascara sagrada 
(Ref. 3), and thus, there is a paucity of 
clinical data concerning Its effectiveness 
as a laxative when used alone. 

DATA PERTINENT FOR SAFETY AND 


In addition to the general requirements 
outlined elsewhere, appropriate dose-re¬ 
sponse studies in man are needed that 
will clearly establish an effective and safe 
laxative dose for this plant extract. It 
would be helpful to compare aloln with 
another known effective stimulant laxa- 


FEDERAl REGISTER, VOL 40. NO. 56—FRIDAY, MARCH 21, 1975 










12918 


PROPOSED RULES 


tive to determine If the incidence and 
severity of undesirable side effects such 
as cramping and griping is greater with 
aloln. (See paragraph I below for data 
pertinent for laxative ingredient evalua¬ 
tion,) 

Rotscncss 

(!) The NmtVonxl PormuUry. 11th Ed. 
Mack Printing Co., Emslcn, Pa., p. 17, I960. 

(2) Lister. R. E and R. R. A. Pride, ’The 
Charecterlaatlon of Crystalline and Amor¬ 
phous Aloln,** Journal of Pharmacy and 
Pharmacology. 11:278T-282T. 1959. 

(3) Darlington. R. C.. ••Laxative*.*' Hand¬ 
book of Non-Prescription Drugs. Edited by 
O. B. Orlifenhagen and L, L, Hawkins. Ameri¬ 
can Pharmaceutical Association, Washington. 
DC. p. 54, 1971. 

(4) Flngl. B.. * Cathartics and LaxaUvcs.** 
The Pharmacological Baaia of Therapeutic*. 
4th Ed . Edited by Ooadman. L. 8. and A. Oil¬ 
man. MacMillan. N.Y., p. 1028. 1970. 

(2) Bile salts (acids) and ox bile. The 
Panel concludes that there is insufficient 
evidence that natural bile acids taken 
orally as a laxative are effective and safe. 

Bile acids induce diarrhea if they 
escape reabsorption at the terminal 
ileum and reach the colon in sufficient 
concentrations. Dcoxycholic acid Inhibits 
the absorption of water and sodium by 
the colon of the rat. and colonic perfusion 
with the dihydroxy bile acids, deoxy- 
cholic and chenodeoxycholic acid In man 
induces secretion of sodium and water 
(Ref. 1). Recent studies with the feeding 
of cholic acid and chenodeoxy cholic acid 
in attempts to dissolve cholesterol gall¬ 
stones In man disclosed that diarrhea was 
common when either agent was ingested 
In amounts exceeding 1.5 grams daily but 
did not occur at doses below 0.5 gram 
(Refs. 2 through 4). These studies indi¬ 
cate that bile acids In sufficient quantities 
can cause diarrhea, which 1s not neces¬ 
sarily equivalent to the conclusion that 
smaller or equal doses arc effective in re¬ 
lieving constipation. 

One limited controlled study demon¬ 
strated that cholic add. 0.25 gram three 
times daily, but not placebo or bisacodyl, 
significantly Increased fecal frequency In 
five subjects with chronic constipation 
(Ref. 5). 

The composition of ox bilo resembles 
that of human bile. The only preparation 
submitted for review contains only 51 
milligrams of ox bile per dose. This quan¬ 
tity of ox bile is far below the quantity 
of bile acids known to produce diarrhea 
following the Ingestion of cholic acid 
or chenodcoxycholic acid (more than 0.5 
gram daily). 

It is anticipated that the question of 
safety of chronic administration of che- 
nodeoxycholtc acid at two dose levels will 
be settled by the National Cooperative 
Gallstone Study. This study, supported 
by the National Institutes of Health, will 
provide data, collected over a 3-year 
period from 900 patients in 10 Medical 
Centers, to determine the safety and ef¬ 
fectiveness of chenodeoxycholic acid in 
dissolving gallstones in man. Additional 
studies are needed to document effective¬ 
ness of bile acids In constipated subjects. 


DATA PERTINENT FOR SAFETY AND 
EFFECTIVENESS 

In the case of bile acids, carefully con¬ 
trolled. double-blind studies are especially 
needed to show that bile acid adminis¬ 
tration significantly increases the fre¬ 
quency of bowel movements and stool 
water content. Since ox bile contains 
significant quantities of llthocholic acid, 
doses which might be shown to be ef¬ 
fective must also be shown to be safe. 
<8ee data pertinent below for laxative 
Ingredient evaluation.) 

LABELING 

Claims that these agents will relieve 
headaches and "biliousness” due to con¬ 
stipation are misleading and undocu¬ 
mented. Bile acids and ox bile arc placed 
in Category II for these claims. 
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(10) Hey wood, R. et al., "Pathological 
Changes in Fetal Rhesus Monkey Induced 
by Oral Chenodeoxycholic Add," Lancet, 
2:1021, 1973. 

(11) "Six Month Oral Toxicity Study In 
Rhesus Monkeys wIUi Chenodeoxycholic 
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(3) d-Calcium pantothenate. The 
Panel concludes that d-calcium panto¬ 
thenate Is safe In amounts usually taken 
orally, but the evidence currently avail¬ 
able with respect to laxative action is 
contradictory and additional studies arc 
necessary to evaluate its laxative poten¬ 
tial. 

While d-calclum pantothenate serves 
a number of important metabolic func¬ 
tions. the full Import of this substance 
on functions of the gastrointestinal tract 
has not been fully elucidated. The ad¬ 
dition of pantothenic acid to diets fed to 


pantothenic acid deficient dogs corrected 
the 50 percent decrease observed in 
gastro-intcstlnal motility and the 40 to 
60 percent decreases demonstrated in 
carbohydrate and protein digestion and 
absorption <Ref. 1). There is no evidence 
currently available supporting the con¬ 
cept that these functions would be 
enhanced in subjects with normal panto¬ 
thenic acid levels. The therapeutic use 
of pantothenic acid has been reported as 
being of no value while others observed 
that 50 milligrams of pantothenate i.ra, 
1 to 3 times daily improved post-opera¬ 
tive ileus (Ref. 2). There are no care¬ 
fully controlled clinical trials that dem¬ 
onstrate the effectiveness of d-calcium 
pantothenate as a laxative (Refs. 3 
Uirough 5). 

DATA PERTINENT TOR SAFETY AND 
EFFECTIVENESS 

Data are needed first, to demonstrate 
that d-calclum pantothenate docs indeed 
produce laxatlon as determined by quan¬ 
titative measurements outlined else¬ 
where in this notice. If evidence of iaxa- 
tlon is demonstrated, data are needed to 
determine a dose-response relationship. 
Additionally, the effectiveness of d-cal¬ 
cium pantothenate should be compared 
to a known effective stimulant laxative or 
stool softener. Data regarding safety are 
needed as outlined elsewhere in this doc¬ 
ument. (See paragraph I below for data 
pertinent for laxative Ingredient evalua¬ 
tion.) 
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American Journal of 8urgery. 97: 75-78, 1958. 

(3) Paljakka. H.. "The Effect of Oral Pan- 
thothenlc Acid on Xntostinal Function of 
Aged Persons," Duodeclm. 70:209-213, I960. 

(4) Casaaaa. P. M., •'Pantoth?no! In the 
Therapy of Chronic Constipation In the 
Agod." Acta Gerontology. 3:15-22. 1953. 
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the Laxative Effect of the Combination of 
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(4) Frangula . The Panel concludes 
that there are insufficient clinical data 
to establish an effective and safe laxa¬ 
tive dose for frangula. 

Frangula is the dried bark of Rham- 
nus /rangula and contains hydrox- 
ymethylanthraquinone derivative which 
resemble the anthraquinones found in 
aloe, cascara sagrada. and senna. The 
chief constituent in frangula is the gly¬ 
coside frangulin which consists of on 
anthraqulnone (emodln) in combination 
with a sugar (rhamnosc) (Refs. 1 and 2). 
There is no published information on 
how frangula bark preparations are 
standardized for laxative action. 

Frangula bark Is used in OTC laxa¬ 
tive products in combination with other 
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laxative ingredients, usually a bulk form¬ 
ing agent such as sterculia gum or psyl¬ 
lium (Ref. 3). 

DATA PERTINENT POR SAFETY AND 
EFFECTIVENESS 

There arc no clinical studies with fran- 
gula bark that provide sufficient evidence 
to establish an effective and safe laxative 
dose for this plant product. Appropriate 
dose-response studies in man are needed 
to determine a dosage range of frangula 
bark that produces effective laxation 
with minimal side effects. 

In addition, evidence should be pro¬ 
vided that the laxative potency of fran¬ 
gula bark can be standardized so that a 
reproducible degree of taxation will be 
produced by different batches of frangula 
bark. 

Data regarding safety are needed as 
outlined elsewhere in this report. (See 
paragraph I below for data pertinent for 
laxative ingredient evaluation). 
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tion of the Hydroxy an thraquinones of Fran¬ 
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(3) Darlington, R. C.. “Laxatives," Hand¬ 
book of Non-Prescription Drugs. Edited by 
OrlfTenhagen. O. B. and L. L. Hawkins, 
American Pharmaceutical Association. Wash¬ 
ington, DC, p. 64. 1971. 

<5) Prime concentrate dehydrate and 
prune powder. The Panel does not chal¬ 
lenge the general belief that prunes exert 
a laxative effect but concludes there is 
Insufficient evidence to document effec¬ 
tiveness of prune concentrate and prune 
powder when used alone at any dose. 

The chemical nature and mechanism 
of action of laxative ingredients in 
prunes, including prune concentrate de¬ 
hydrate and prune powder, are unknown. 
An initial claim that prune Juice con¬ 
tains dipheny lisa tin (Ref. 1). which is 
chemically related to oxyphenisatin. has 
not been confirmed by other Investiga¬ 
tions (Ref. 2). 

DATA PERTINENT FOR SAFETY AND 
EFFECTIVENESS 

There arc no clinical studies with 
prune concentrate dehydrate and prune 
powder that provide sufficient evidence 
to establish an effective laxative dose for 
this plant product. Appropriate dose- 
response studies in man are needed to de¬ 
termine a dosage range of prune concen¬ 
trate dehydrate and prune powder that 
produces effective taxation. 

In addition, evidence should be pro¬ 
vided that the laxative potency of prune 
concentrate dehydrate and prune powder 
can be standardized so that a reproduc¬ 
ible degree of laxation will be achieved 
by differing batches of prune concen¬ 
trate dehydrate and prune powder. (See 
paragraph I below for data pertinent for 
laxative Ingredient evaluation.) 
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(6) Rhubarb. Chinese. The Panel rec¬ 
ognizes that Chinese rhubarb (Rheum 
officinale ) contains derivatives which 
arc related to active laxative agents but 
concludes that there is Insufficient re¬ 
liable scientific evidence to permit final 
classification of tils plant product. 

Chinese Rhubarb contains several hy- 
droxymethylanthraquinones derivatives 
which are chemically similar to those 
found in aloe, cascara sagrada. and 
senna. In contrast to these onthraquln- 
one type laxatives, however, rhubarb also 
contains astringent ingredients such as 
rheotannic acid and gallic acid. The 
Panel found no reliable scientific data 
that evaluated the Influence of these 
astringents on the anthmqulnone in¬ 
gredients (Refs. 1 and 2). Moreover, 
there arc no dose response studies in man 
that establish an effective and safe dose 
for Chinese Rhubarb. In the case of Chi¬ 
nese Rhubarb, the Panel's concern with 
safety relates only to the known side ef¬ 
fects common with all anthraquinoncs; 
American Rhubarb, which is used ex¬ 
tensively in foods, is devoid of anthra- 
qulnonc derivatives. (Ref. 1). 

DATA PERTINENT FOR SAFETY AND 
EFFECTIVENESS 

There are no clinical studies with 
Chinese Rhubarb that provide sufficient 
evidence to establish an effective and 
safe laxative dose for this plant product. 
Appropriate dose-response studies in 
man are needed to determine a dosage 
range of Chinese rhubarb that produces 
effective laxation with minimal aide 
effects. 

In addition, evidence should be pro¬ 
vided that the laxative potency of 
Chinese Rhubarb can be standardized so 
that a reproducible degree of laxation 
will be achieved by differing batches. 

Data regarding safety are needed as 
outlined elsewhere In tills report. (8ee 
paragraph I below for data pertinent for 
laxative ingredient evaluation.) 
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(1) AM A Drug Evaluations, 1 ert Ed. Ameri¬ 
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p. 597. 1971. 

(2) Soil man. T.. A Manual of Pharma- * 
cology. 8th Ed . W. B. Saunders, Philadelphia, 
p. 211, 1957. 

(7) Sodium o leaie. The Panel con¬ 
cludes that sodium oleate Is safe in the 
amounts usually taken orally in laxative 
preparations. However, the Panel was 
unable to find any evidence supporting 
the claim that sodium oleate produces 


laxation. Sodium oleate, a fatty acid salt, 
has been shown to influence the gastro¬ 
intestinal tract of animals. (Refs. 1 
through 3). 

In one experimental study using an in 
vitro preparation of adult feline colon 
and electromyographic techniques, so¬ 
dium oleate and sodium ricinolcate were 
compared. It was found that sodium 
riclnoleate produced electromyographic 
changes similar to those observed in 
spontaneous and castor oil-induced 
diarrhea in cats. Sodium oleate had no 
such effect (Ref. 3). 

DATA PERTINENT FOR EFFECTIVENESS 

Data are needed first, to demonstrate 
that sodium oleate produces laxation as 
determined by quantitative measure¬ 
ments outlined elsewhere in this report, 
If evidence of laxation is demonstrated, 
data are needed to determine a dose- 
response relationship. Additionally, so¬ 
dium oleate should be compared with a 
stimulant laxative of known effective¬ 
ness. (Sec paragraph I below for data 
pertinent for laxative ingredient evalua¬ 
tion.) 
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<C> Claimed active ingredients classi¬ 
fied as saline and hyperosmotic laxa¬ 
tives —(1) Tartaric acid and tartrate 
preparations. The Panel cc Deludes that 
there are Insufficient data to establish a 
safe and effective dose for the tartrates. 

The laxative action of the tartrates is 
purportedly due to tho slow absorption 
of sodium tartrate and resulting osmotic 
retention of water in the intestine, but 
recent experiments with the saline laxa¬ 
tives would Indicate potentially more 
complex mechanisms of action. The 
Panel was concerned that information 
on the metabolic fate of tartrates, as 
well as data on the mechanism of action, 
is lacking. Although 20 percent of an 
oral dose may appear in urine, the re- 
remaining 80 percent has not been dem¬ 
onstrated in the feces, and no definitive 
work on the fate of tartrate in the body 
has been done (Refs. 1, 4, and 5). Evi¬ 
dence exists concerning a dose-response 
relationship of tartrates of nephrotoxic¬ 
ity. Up to 1.2 percent of tartrate in the 
diet of rats for 2 years apparently was 
not harmful, but 1.5 percent was toxic. 
Toxicity in rabbits occurred at 250 
mg/kg. and in dogs ingesting 0.99 gm/kg 
per day (Refs. 1 and 2). Tartrates are 
ubiquitous in the human diet which 
would suggest safety. However, a death 
has been reported following the oral In¬ 
gestion of 30 grams of tartaric acid (Ref. 
6). The Food and Agriculture Organi- 
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zation/World Health Organization Ex¬ 
pert Committee on Food Additive* In its 
eighth report recommended a condi¬ 
tional limit of 6-20 mg/kg/day of tar¬ 
taric acid (Ref. 3). 

DATA PERTINENT POE SAFETY AND 
EFF E CTIVENESS 

The Panel knows of no studies that 
use modern tracer methods to determine 
the absorption, metabolism, and excre¬ 
tion of these compounds, or any quanti¬ 
tative description of their systemic 
effects and implications for renal func¬ 
tions. Such data are required to deter¬ 
mine the safety of tartrates. The Panel 
concludes that the usual daily dose of 
tartrates (e.g., 5-10 grams) In laxative 
preparations Is probably safe, but In or¬ 
der to justify an additional exposure for 
the public to tartrates In the form of a 
laxative, definitive, well designed studies 
of effectiveness and establishment of 
safety arc necessary. (See paragraph I 
below for data pertinent for laxative In¬ 
gredient evaluation). 
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676-57®. 1057. 
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In the Human Body." Journal of Biological 
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d. Claimed active ingredients classi- 
fied as stool softeners or lubricants’—(l) 
Poloxalkol (Polykol ). The Panel con¬ 
cludes that while evidence is available 
suggesting that poloxalkol is safe, the 
evidence attesting to laxative action in 
man is sparse and equivocal. 

Poloxalkol. an oxyalkene polymer. Is a 
relatively tasteless nonionic surface ac¬ 
tive agent. The chemical is said to pro¬ 
duce effects similar to dioctyl sodium 
sulfosuccinate. but the two drugs have 
not been subjected to a careful clinical 
comparison. Animal studies suggest that 
poloxalkol possesses low toxicity (Ref. 
1); however, it may increase the absorp¬ 
tion of mineral oil and the possibility of 
untoward effects. While the wetting 
properties of poloxalkol make It potenti¬ 
ally useful as a stool soltencr (Ref. 2), 


the action is usually slow and may re¬ 
quire several days before an effect be¬ 
comes apparent. 

The drug has been clinically evaluated 
in children (Refs. 3 and 4), young adults 
with serious neurologic disorders enforc¬ 
ing nonambulation (Ref. 5>. and elderly 
subjects complaining of constipation. The 
administration of the medication showed 
a 3-to-5 day latency and apparent effect, 
and was well tolerated with few side 
effects (Ref. 5 and 7). Several clinical 
evaluations In children and older patients 
failed to Include the use of placebos, were 
poorly controlled, relied almost exclu¬ 
sively on subjective appraisal, or Involved 
the testing of combination products 
(Refs. 1 and 5 through 7). 

DATA PERTINENT FOR EFFECTIVENESS 

While the product appears to be safe 
based on animal studies and limited 
clinical evaluations, well-con trolled, 
double-blind studies utilizing objective 
measurements In addition to subjective 
appraisals arc necessary to establish un¬ 
equivocally that this agent Is a stool 
softener In man. Owing to the low toxicity 
and potential usefulness of this medica¬ 
tion in man. the Panel urges that such 
definitive studies be undertaken. (See 
paragraph I below for data pertinent for 
laxative ingredient evaluation.) 
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c. Labeling claims for specific ingredi¬ 
ent—Malt soup extract . Although reduc¬ 
tion In stool pH has also been cited as the 
reason for the clinical effectiveness of 
malt soup extract In reducing the symp¬ 
toms of pruritus ani, the Prthel concludes 
that there Is Insufficient evidence to sup¬ 
port the claim that malt soup extract is 
effective when used alone in the treat¬ 
ment of pruritus ani. 

O. Products Combining Multiple 
Laxative Ingredients 

1. General statements, a. The Panel 
has followed the regulation (21 CFR 330.- 
10(a) (4) (iv)> which states: 

An OTC drug may combine two or 
more safe and effective active ingredients 
and may be generally recognized as safe 
and effective when each active ingredient 


makes a contribution to the claimed ef- 
fect(s): when combining of the active 
Ingredients does not decrease the safety 
or effectiveness of any of the Individual 
active Ingredients, and when the com¬ 
bination. when used under adequate di¬ 
rection for use and warnings against un¬ 
safe use, provides rational concurrent 
therapy for a significant proportion of 
the target population. 

b. The Panel concludes that, in gen¬ 
eral. the fewer the ingredients, the safer 
and more rational the therapy. The 
Panel believes that the Interests of the 
consumer are best served by exposing 
the user of OTC drugs to the fewest In¬ 
gredients possible at the lowest possible 
dosage regimen consistent with a satis¬ 
factory level of effectiveness. 

c. The Panel concludes that OTC 
drugs should contain only such Inactive 
ingredients as ore necessary for phar¬ 
maceutical formulation. 

2. Requirement of significant contribu¬ 
tion. The Panel has determined that each 
claimed active ingredient in the com¬ 
bination must make a significant con¬ 
tribution to the claimed effect. In tho 
absence of data showing the minimum 
dose necessary to achieve the Intended 
laxative effect, the amount of ingredient 
present in laxative products must be at 
least equal to the currently accepted 
minimum dose level for such active in¬ 
gredients as set forth elsewhere in tills 
document. 

The Panel found It Impossible to de¬ 
velop a formula for establishing a level, 
below the minimum effective dose level 
for an ingredient as a single entity, at 
which it could reliably be stated that 
each laxative ingredient would make a 
contribution to a combination drug 
product. This may be possible with other 
agents such as antacid combination 
products where the contribution of each 
antacid can be determined by chemical 
titration. Laxatives are believed to have 
a minimum effective dose below which 
there are few measurable responses. The 
Panel recognizes that it Is possible that 
some ingredients may be proved to con¬ 
tribute to the effectiveness of a combina¬ 
tion product in amounts below the gen¬ 
erally recognized minimum effective 
dnily dose. However, because of the nu¬ 
merous variables involved (e g., different 
laxative categories, differing modes of 
action, etc.), the Panel could not select 
one lower level of an active ingredient 
which may be assumed to be effective in 
a combination product. 

Moreover, the Panel could not estab¬ 
lish the percent of contribution that an 
active ingredient must make to the effec¬ 
tiveness of the product in order for that 
contribution to be considered "signifi¬ 
cant.” The Panel concluded that where 
a combination product Is permitted, as 
discussed below, it Is sufficient to demon¬ 
strate in well-controlled clinical trials 
(Section I below—Data Required for 
Laxative Ingredient Evaluation) that 
each of the Ingredients makes a statis¬ 
tically significant contribution to the 
claimed effect. long as "statistical 
significance*' is shown, the Panel con¬ 
cludes that the contribution toward iaxa- 
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tloa will also have been shown to be 
clinically *'significant. 0 

3. Safety. In its consideration of active 
ingredient*, the Panel reviewed the 
safety and effectiveness of all the com¬ 
binations submitted. All combinations 
that meet the criteria for Category I as 
set forth below, are considered safe. 

The combination of dioctyl sodium sul- 
fosuccinate and mineral oil is considered 
unsafe and is assigned to Category n 
because absorption of mineral oil may be 
enhanced by dioctyl sodium sulfosucci- 
nnte (Ref. 1). 

4. Effectiveness. Combination products 
are regarded as effective if each active 
ingredient is present in the product 
within the dosage range set by the Panel 
for each Category I active laxative in¬ 
gredient, as set forth elsewhere in this 
document. If the quantity of active in¬ 
gredient is below the recognized effective 
dose range, the product containing the 
ingredient(s> is placed in Category in 
and testing is required for effectiveness. 

The Panel considers it important that 
the minimum effective dose be estab¬ 
lished for each ingredient in a combina¬ 
tion product. Data should be developed 
by appropriate well-controlled clinical 
studies to demonstrate the effectiveness 
as a laxative of a dosage level for any 
ingredient that is below the minimum 
set by the Panel for that ingredient when 
used alone. 

Where the ingredients and the dosages 
are the same as those of the combination 
products this Panel has classified In 
Category I. further testing will not be 
required. Where the ingredients are dif¬ 
ferent from those that have already been 
found safe, such testing will be required. 

5. Single active ingredients. OTC 
drugs containing safe and effective single 
ingredients are preferred to those having 
multiple active ingredients because of 
the reduced risks of toxic effects, syner¬ 
gistic effects, allergic and/or Jdoayncratlc 
reactions, and possible unrecognized and 
undesirable drug interaction(s). 

It is an established medical principle to 
give only those medications, preferably 
as single entitles, necessary for the safe 
and effective treatment of the patient. 
This principle applies equally to self- 
medication. To add needlessly to the pa¬ 
tient’s medication increases the risk of 
adverse reactions. 

6. Limitation of ingredients in com¬ 
bination products . The Panel recognizes 
that combining 2 active ingredients may 
in some circumstances be desirable. For 
example, in an individual whose bowel 
movements are both painful and infre¬ 
quent a product combining a stimulant 
laxative with a stool softener may be 
rational. 

On the basis of the Ingredients re¬ 
viewed. the Panel could find no medical 
justification for combining 3 or more 
active laxative ingredients in a single 
product. 

The Panel states its concern that even 
if situations arc identified that suggest 
use of more than 2 active laxative ingre¬ 
dients. the beneflt-to-risk ratio might 
be narrowed, and this is not in the best 


interest of the consumer of OTC laxa¬ 
tives. Therefore, products containing 
more than 2 active laxative ingredients 
are classified as Category II products and 
would require evaluation through the 
new drug procedures. 

7. Active ingredients not reviewed by 
the Panel. Each claimed active ingredi¬ 
ent must be an ingredient that has been 
reviewed by the Panel. If a product con¬ 
tains an active ingredient that has not 
been reviewed by the Panel and con¬ 
sequently not found in this document, 
such ingredient is automatically classi¬ 
fied as a Category II ingredient, i.e., 
it is not generally recognized as safe 
and/or effective. Appropriate animal and 
human testing and prior approval by the 
Food and Drug Administration is re¬ 
quired before a product containing such 
an ingredient may be marketed. 

8. Review of submitted combination 
products . The Panel considered only 
those combination products submitted 
pursuant to the notice published in the 
FzDr.RAL Register of February 8. 1973 
(38 FR 3614> and Included above in par¬ 
agraph A. The Panel recognizes that 
other combination products may be in 
the market place but it has either no 
knowledge oi such products, or insuffi¬ 
cient data with respect to such products 
to make a reasonable judgment of safety 
and/or effectiveness. 

Accordingly, the Panel recommends 
that any new combination, or any pres¬ 
ently marketed combination not sub¬ 
mitted to this Panel, which Is not within 
the combinations recognized by the Pan¬ 
el as safe as set forth below, be evaluated 
through the new drug procedures, or be 
the subject of an appropriate petition 
to the Commissioner to review' or amend 
the OTC laxative monograph. 

9. Combinations containing nonlaxa¬ 
tive ingredients. Products combining 
laxative lngredient(s) with other ingre¬ 
dients having nonlaxatlvc pharmacologic 
effects are considered irrational, unless 
it can be shown that there is a signifi¬ 
cant target population requiring concur¬ 
rent treatment of symptoms that require 
lAxative(s) and nonlaxative(s) In com¬ 
bination. Among such combinations re¬ 
viewed. the Panel could find neither a 
rational basis nor a significant target 
population that would warrant such con¬ 
current therapy. 

Nonlaxatlvc lngredient(s) may be 
present as inactive ingredients in a lax¬ 
ative product as an aid to formulation 
or to portability. However, the presence 
of such ingredients) must not be em¬ 
phasized or identified as active Ingredi¬ 
ents in the labeling or in the advertise¬ 
ment of such product(s). 

10. Combinations allowable as Cate¬ 
gory /. The Panel recognizes the particu¬ 
lar combinations set forth below as safe 
and effective combinations and bases its 
opinion on the submitted material, and 
the Panel’s expertise. Based on the com¬ 
binations submitted and within the cat¬ 
egories defined by the Panel the follow¬ 
ing are allowed, pursuant to the criteria 
developed by the Panel for determining 
Category I combinations, which combi¬ 
nations arc set forth below: 


Oral Dosage Forms 

a Dioctyl calcium suifoeucclnatc and dan- 
thorn. 

b. Dioctyl e odium sulfooueclnate and cae- 
anthranol 

c. D!octyl sodium sulfoaucclnate and dan- 
thron. 

d. Dioctyl sodium sulfoaucclnate and phe- 
nolphthale!n. 

e Cascara sagrada and aloe. 

f. Cascara sagroda and magnesium hydrox¬ 
ide. 

g. Cascara aagrada and phenolphthaleln 

h. Matt soup extract and blond psyllium 
seed. 

I. Malt soup extract and blond psyllium 
seed husks. 

J. Mineral oil and casonthranpl. 

k. Mineral oil and cascara sagroda 

l. Mineral oU and cascara sagrada fluid 
extract. 

m. Mineral oil, emulsified and magnesium 
hydroxide. 

n. Mineral oil and phenolphthaleln. 

o. Mineral oil and ptylllum seed. 

p. Plantago ovata husk and methyl cellu¬ 
lose. 

q. PhylUum and senna concentrate. 

r. Senna concentrate and dioctyl sodium 
sulfoaucclnate. 

s. Sodium carboxymethylcelluloee and di¬ 
octyl sodium sulfosucctnate. 

Rectal Dosage Forms 

a. Glycerin and dioctyl potassium sulfo- 
succinale. 

b. Sorbitol and dioctyl potassium sulfo- 
succlnate. 


11. Criteria for determining Category 
1 combinations . To qualify as a Category 
I combination, i.e.. one that is generally 
recognized as safe and effective, each of 
the following conditions must be met: 

a. The combination is limited to two 
Category' I active laxative ingredients. 

b. The specific combination of active 
laxative Ingredients Is found on the list 
set forth above for allowable combina¬ 
tions. 

c. Each ingredient in the subject com¬ 
bination must be present within the dos¬ 
age range for a Category I active laxa¬ 
tive ingredient, as set forth elsewhere in 
this document. 

d. The Panel developed the following 
concept as a reasonable means of ex¬ 
pressing the sum of the percentage 
amounts of the effective dosage range 
(EDR> of each active Ingredient which 
must not exceed 100, as calculated by 
the following formula: 






EDR (max) -EDR (min) " ,00= * 
each ingredient 


EDR of 


where: L max cf is the labeled maximum 
dally dosage obtained from the labeling 
information for the product. EDR (min) 
is the minimum effective dosage range 
set by the Panel and EDR trnax) is the 
maximum effective dosage range set by 
the Panel. 

The purpose of the above formula Is 
two-fold: 

(1) to assist the manufacturer in de¬ 
termining which combination products 
require reformulation and/or testing: 

(2) to encourage the use of ingredients 
In amounts at the minimum end of the 
dosage range rather than at the max¬ 
imum effective range dosage. 
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Example: A liquid oral dosage form, 
laxative combination containing a stim¬ 
ulant laxative <326 mg. senna concen¬ 
trate per teaspoonful), and a bulk former 
(1.0 grams psyllium per teaspoonful >, 
having a label dosage of 1 or 2 teaspoon¬ 
fuls 2 times a day. 

l. Maximum daily dosage obtained 
from labeling for: 

(1) senna concentrate—(326 mgx2) 
X 2=1304 mg or 1.3 gm 

(2) psyllium—(1.C gm x 2) x 2—4.0 
gm 

II. Dally dose range for each Category 
I ingredient set by panel: 

senna concentrate—1 to 4 gm dally 
psyllium—2.5 to 30 gm dally 

m. Calculation of percentage amount 
of: 

senna concentrate 


psyllium 


1J-I.0 

-T=rr 


03 

3 


X100—10% 


4-2 .6 
30 — 2-6 


1,3 

573 


X100=6.43% 


Conclusion: The sum of the FDH per¬ 
centages does not exceed 100 percent and 
therefore the combination is In Category 
L 

12. Criteria lor Category II combina¬ 
tion products. A combination it classified 
by the Panel as a Category n product, 
i.e., one that Is not generally recognised 
as safe and or not generally recognised 
as effective, if any of the following apply: 

a. The combination contains 3 or more 
active laxative ingredients, e g., mineral 
oil. phcnoJphthaleln. plantago seed; so¬ 
dium carboxymethylcellulose. dloctyl 
sodium sulfosucctnatc, casanthranol. 

b. The combination contains 2 active 
laxative Ingredients each of which Is safe 
and effective when used alone, but In 
combination is found to be not safe e.g- 
mineral oil and dioctyl sodium sulfosuc- 
clnate. 

c. The combination contains any in¬ 
gredient that is listed elsewhere in this 
document as a Category II ingredient. 

d. The combination contains any In¬ 
gredient in an amount equal to the max¬ 
imum dosage set by the Panel for such 
ingredient and contains another Ingre¬ 
dient in an amount above the minimum 
dosage set by the Panel for such other 
Ingredient. 

e. The combination Is such that the 
sum of the percentage amounts of each 
Ingredient exceeds 100 percent (See “Cri¬ 
teria for determining Category I com¬ 
binations” above, for an explanation of 
the method for calculating the percent¬ 
age amount of each Ingredient). 

i . The combination contains any active 
laxative ingredient that has not been re¬ 
viewed by the Panel and accordingly not 
listed In this document. 

13. Criteria lor Category III combina¬ 
tion products. A combination Is classified 
as a category III combination if any of 
the following apply: 

a. If one or both Category I Ingredi¬ 
ent^) fall below the minimum dosage 
set for each respective Ingredient. 

b. If one or both Ingredients arc Cate¬ 
gory in ingredients, as set forth else¬ 
where In this document for single active 
laxative ingredients. 


14. Criteria lor reclassification of Cate¬ 
gory III combinations to Category I com¬ 
binations. a. For any combination found 
In paragraph 10,. . combinations al¬ 
lowable as Category I . . .,** where one 
or both ingredients fall below the mini¬ 
mum effective level as set forth elsewhere 
in this document for such respective in¬ 
gredient (s) . tests must be performed to 
substantiate the effectiveness of any such 
Ingredient alone and in the respective 
combination. 

The Panel recommends that such test¬ 
ing be performed and evaluated through 
the new drug procedures or suitable peti¬ 
tion to the Commissioner for appropriate 
modification of the monograph to permit 
such lower dosage level<s> of Ingredi¬ 
ent^) present In an allowable combi¬ 
nation. 

b. (1) Any combination that contains 
one or both Ingredients in Category in, 
as set forth elsewhere In this document, 
must be tested to satisfy Category I re¬ 
quirements for each such Ingredient. 

(2) Two Category I Ingredients in a 
combination not found In paragraph 10. 

combinations allowable as Category 
I . . must petition the Commissioner 
lor an appropriate amendment to the 
monograph or proceed through the NDA 
procedures. 

Rmmfcn 

(1) Martin. K. W„ Hazards of Medication. 
J. B. Ltpplncott Co.. Philadelphia, pp. 677 and 
066 . 1071 . 

H. Inactive Ingredient in Laxatives 

Laxative products f requently contain a 
number of inactive laxative ingredients, 
some of which are used in the formula¬ 
tion of the preparation. The Panel rec¬ 
ommends that inactive Ingredients be 
listed on the label with or without the 
amounts contained in a recommended 
dose. The availability of sodium, potas¬ 
sium. and magnesium in the maximum 
recommended dally dose should be stated 
on the label. (See labeling discussion 
above for laxative products > Special 
warnings on the label should be provided 
for patients with heart disease and renal 
disease. 

The Inactive Ingredients Identified be¬ 
low arc added to laxative preparations 
to enhance their formulation or to con¬ 
tribute to the effervescent qualities of 
some preparations and should not be 
listed as an active laxative Ingredient 

Calcium, Potassium, and Sodium Balts 

Calcium hydroxide 
Potassium carbonate 
Sodium acid pyrophosphate 
Sodium bicarbonate 
Sodium biphosphate, anhydrous 
Sodium carbonate 
Sodium citrate 

L Data Pertinent for Laxative 
Ingredient Evaluation 

The Panel has given considerable 
thought to the problem of demonstrating 
that a laxative Is safe and effective. 
When a drug Is available for widespread 
use, as in OTC products, its safety and 
effectiveness must be well documented by 
toxicological data, data on the absorp¬ 
tion, distribution, fate and excretion of 
the drug, the pharmacological effects of 


the drug, and the mechanism of action. 
The drug must also meet certain effec¬ 
tiveness standards. 

The Panel recommends that informa¬ 
tion such as the following be obtained 
when relevant and pertinent to the drug 
under study: standardization of plant 
derivative, toxicologic data, absorption, 
distribution, fate, and excretion (ADFE) 
data, mechanism of action, and effective¬ 
ness standards. 

1. Standardization of plant derivative 
laxatives. The Panel reviewed several in¬ 
gredients which arc plant derivatives of 
varying degrees of refinement. In some 
cases, the crude product was a known, 
accepted laxative agent, but the degree 
to which any extracted derivatives were 
active was unknown (e.g.. prune powder 
and prune concentrate). In other cases, 
the Panel could assume some measure of 
activity for the refined extract, but data 
were unavailable to establish effective¬ 
ness and safety. 

The Panel adopts the position that an 
extract or derivative of a well-established 
crude laxative product is not efficacious 
or safe Ipso facto. The Panel requires 
evidence of effectiveness and safety for 
the crude as well as the refined product, 
and data sufficient to establish dosing 
parameters. 

The Panel recommends that the fol¬ 
lowing additional Information be sub¬ 
mitted to ensure standardization of plant 
derivative ingredients: 

a. A description of the source of ma¬ 
terial used for extraction and any re¬ 
fining process that it may have under¬ 
gone. 

b. An outline of the extraction pro¬ 
cedure and the analyses used to establish 
the identity of the products. 

c. Controlled clinical trials establishing 
effectiveness and safety and appropriate 
dosing regimens of the crude as well as 
the extracted Ingredient alone. 

2. Toxicological data. A variety of 
toxicological data can be obtained to 
demonstrate that a laxative is safe. 
Manufacturers are not expected to ob¬ 
tain all of the following data, but are ex¬ 
pected to obtain those data relevant to 
the unanswered questions regarding the 
safety of their products. The Panel rec¬ 
ommends that data such as the follow¬ 
ing be obtained In animal studies and in 
clinical studies in man. Certain data on 
human subjects, such as lethal doses and 
chronic toxicity, will only be available 
from poison control centers, hospttals, or 
medical centers, or medical examiners. 
However, the Panel considers such data 
important and attempts should be mado 
to obtain them. 

a. PrecUnical Animal Studies. (1) The 
oral LD» established In no less than two 
animal species. 

(2> Determinations of histologic and 
biochemical alterations In animals 
given lethal doses acutely or low doses 
chronically. 

(3) Studies of effects on fertility, 
teratogenicity and embryolcthality, de¬ 
livery. and nursing offspring may also be 
Indicated. 

b. Clinical studies in man. (1) Bio¬ 
chemical tests of Uver and renal func- 
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tion find measurement of scrum electro¬ 
lytes after a therapeutic dose. 

(2) Chronic toxicity studies In man, 
especially in relation to altered function 
and cytological changes of the mucose 
of the intestinal tract of man. 

(3) Adverse drug reactions should be 
well documented- Substantial effort 
should be made to have physicians docu¬ 
ment side effects, especially those of a 
serious nature as allergic reactions, in¬ 
testinal obstruction or impaction, syn¬ 
cope, etc. 

(4) Minimal lethal dose by single oral 
Ingestion or in divided doses when such 
data are available from accidental or 
deliberate overdosing. 

(5) Maximal tolerated dose from sin¬ 
gle oral Ingestion, or divided multiple 
oral ingestions, when such data are 
available from accidental or deliberate 
overdosing. 

3. Absorption, distribution, fate and 
excretion (ADFE > as determined bp cur¬ 
rently accepted methods Many laxatives 
claimed to escape intestinal absorption 
have been found subsequently to be 
absorbed and excreted in substantial 
quantities. Since ADPE bears directly on 
the safety of drugs and occasionally on 
the mechanism of action of laxatives, ap¬ 
propriate data should be provided for all 
active ingredients and their active meta¬ 
bolic products. The methods for obtain¬ 
ing these data arc established and are 
not different from those used in the study 
of ADFE of other drugs. Data such as 
the following would provide sufficient in¬ 
formation regarding ADFE. Manufac¬ 
turers are not expected to obtain all of 
the following data, but are expected to 
obtain those data relevant to the unan¬ 
swered questions regarding ADFE of the 
products: 

a. The percentages of various oral 
doses of the drug which are absorbed in 
man. 

b. The percentages of various oral 
doses which are excreted in the urine in 
man. 

c. The percentages of various oral 
doses of the drug which are excreted In 
breast milk. 

d. The metagolic fate in man of ab¬ 
sorbed but unexcreted drug. 

c. The fate of unabsorbed drug In man. 

f. The net bloavailabillty of the drug In 
man. 

g. The ingredients and metabolic prod¬ 
ucts associated with fecally excreted drug 
and/or its unabsorbed intraluminal bio- 
transformation products. 

h. The Ingredients and metabolic prod¬ 
ucts associated with renally excreted 
drug and/or its renally excreted bio- 
transformation product. 

4. Effects, Effectiveness requires that 
the desired pharmacologic effect of the 
drug under study be laxatlon. The Panel 
recognizes that the mechanism of action 
of many safe and effective drugs is un¬ 
known. Nevertheless, for laxatives, a 
number of excellent models exist that 
can be used in such studies. For exam¬ 
ple. in vitro studies of water incorporated 


Into colloid laxatives demonstrates the 
hydrophilic properties of such laxatives— 
a property easily confirmed in man by 
demonstrating that stools contain the 
colloid and an Increased percentage of 
water. The perfused animal Intestine and 
everted intestinal loop preparations can 
be employed to demonstrate alterations 
in intestinal absorption and secretion. 
Methods are available for measuring al¬ 
terations of sodium and potassium aden¬ 
osine triphosphatase activity in animal 
intestinal preparations. Similarly, prep¬ 
arations arc available for assessing the 
effects of laxatives on smooth muscle 
contractility. In man it is also feasible to 
measure alterations in intestinal absorp¬ 
tion and secretion associated with laxa¬ 
tive use and to detect changes in intra¬ 
luminal pressures. These are only a few 
of the methods that can be employed to 
clarify the mechanism of action of lax¬ 
atives. It is recommended that data such 
as the following be obtained. Manufac¬ 
turers are not expected to obtain all of 
the following data, but are expected to 
obtain those data relevant to the unan¬ 
swered questions regarding the mode of 
action of their products: 

a. Effects of oral drug on Jejunal secre¬ 
tion and the flux of ions and water at the 
levels of the jejunum, ileum, proximal 
and distal colon. 

b. Effects of the oral drug on the ab¬ 
sorption of actively transported ions, 
sugars, and amino acids. 

c. Effects of the oral drug on the ab¬ 
sorption of carboliydrate, protein, lipids 
and fat-soluble vitamins. 

d. Effects of the oral drug on the ab¬ 
sorption of other drugs. 

e. Effects of the oral drug on secretion 
of gastrointestinal enzymes, gastrointes¬ 
tinal hormones, gastrointestinal mucus, 
and the biliary secretion of bile, bile 
acids, and cholesterol. 

f. Effects o:i intestinal smooth muscle 
such as contractility and electromyo¬ 
graphic changes. 

5. Effectiveness standards . Clinical 
studies In humans should usually be done 
in both normal and constipated persons 
with additional studies as indicated for 
specific target populations such as bed¬ 
fast persons, postpartum and postopera¬ 
tive subjects, etc. Acceptable clinical cri¬ 
teria of effectiveness would be well-con¬ 
trolled clinical trials using randomized 
subjects in a double-blind, cross-over 
technique. •‘Before treatment" data 
should be obtained for each subject, be¬ 
sides basic demographic characteristics. 
These should include information on: 
<a) Diet, cb) Other medications, (c) Any 
other preexisting conditions which would 
bias analyses and (d) Pretreatment stool 
frequency, weight, volume, water content, 
transit time, etc. 

One treatment group should receive a 
placebo for comparison purpose. If the 
identity of the drug cannot be masked or 
a suitable placebo cannot be devised, con¬ 
trol and treatment periods should be of 
sufficient duration to allow the subject or 
patient to serve as his/her own control. 
Ingredients should be tested alone and In 
appropriate combinations. Appropriate 
statistical evaluations of observed effects 


are necessary. In addition to frequency 
and consistency, there are many other 
Appropriate parameters that can be 
measured quantitatively to assess laxa¬ 
tive effectiveness. Some of these param¬ 
eters are more appropriate for one type 
of laxative than another. Thus, for a 
bulk-forming laxative, the following 
parameters would be appropriate: 
Volume, weight, percent water content, 
consistency, fecal solids, and bulk den¬ 
sity. For stimulant laxatives, it would bo 
more appropriate to quantitate transit 
time, frequency, electrolytes, and bile salt 
content, fecal excretion rat© and stool 
water. 

The Panel concurs that the following 
parameters of laxation. determined 
quantitatively, are appropriate for evalu¬ 
ating the effectiveness of drugs to pro¬ 
duce laxation. Manufacturers are not ex¬ 
pected to obtain ail of the following data, 
but are expected to obtain those data 
relevant to the unanswered questions 
regarding the effectiveness of their 
products: 

a. Frequency. The Panel recognizes 
that frequency of stool evacuation is 
quite variable among normal, healthy 
Individuals and may range from three 
bowel movements per day to three per 
week. Frequency should be expressed in 
number of evacuations per unit time such 
as 24 hours or per week, etc. 

b. Consistency . Consistency should be 
evaluated in some objective manner In 
addition to the subject’s sensation of 
ease of passage or the observer’s descrip¬ 
tion of the stool as liquid, soft, hard, etc. 
Since major changes in the consistency 
of stool (and other materials) may occur 
with little chnnge In either percent water 
or total stool weight, the Panel recom¬ 
mends a quantitative determination of 
consistency. There are few rheologic 
studies of colonic content (Ref. 1), but 
Instrumentation used to quantitate the 
consistency of compounds, such as bread 
doughs, various pastes, and soils might 
be appropriate. If a tube viscometer Is 
used, consistency is expressed in terms of 
shear rate and If a penetrometer Is used, 
consistency Is expressed in terms of kilo¬ 
grams per square centimeter. 

c. Volume . The volume of stool evacu¬ 
ated during a unit time period is easy to 
determine and is usually expressed In 
milliliters or cubic centimeters per 24 
hours or other time period. Average nor¬ 
mal Is 150 ml/24 hours. 

d. Weight. Weight is expressed In 
grams per 24 hours or other unit time 
period. Weight Is independent of con¬ 
sistency and Important in determining 
the effectiveness of bulk-forming laxa¬ 
tives. Average normal Is 110 to 130 gram* 
per 24 hours. 

e. Water content. Water content of tho 
feces is usually expressed as percent 
water. This parameter is important in 
determining the effectiveness of stimu¬ 
lant and osmotic saline laxatives. Aver¬ 
age normal Is 60 to 85 percent. 

f. Fecal solids. Focal solids are usually 
expressed In grams per 24 hours. Average 
normal is 25 grams/24 hours. 

g. Bulk density. Bulk density is ex¬ 
pressed as unit weight per unit volume. 
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usually grams per cubic centimeter, and 
is determined by drying a known volume 
to constant weight at 105* C. Bulk den¬ 
sity is an important parameter in de¬ 
termining the effectiveness of bulk-form¬ 
ing laxatives. Average normal is 0.15 to 
0.18 gm/cc. 

h. Transit time. Transit time may be 
expressed by cither the “time method" 
or the “distant method'* by use of non¬ 
absorbable markers as polyethylene gly¬ 
col. nonabsorbable color dyes as carmine, 
and nonabsorbable radioactive materials 
as chromium. In addition, inert colored 
plastic beads have been used as a marker 
to determine transit time. The use of 
some markers, such as carmine dye. is 
associated with considerable “streaming" 
and should be taken Into account when 
markers are used to separate treatment 
periods. Average norma] is 40 to 60 tours 
for complete transit of the digestive tract 

i. Fecal excretion rate. Fecal excretion 
rate is expressed In weight per unit time, 
usually grams per hour. Average normal 
fecal excretion rate Is 8 grams per hour. 

J. Stool electrolytes, bile acids (salts), 
etc. Feces contain a number of sub¬ 
stances that might be appropriate to 
measure in evaluating laxative agents. 
Stool electrolytes, particularly sodium, 
potassium, and chloride, may be mark¬ 
edly altered by laxative agents. Fecal 
bile salts may be an appropriate param¬ 
eter to measure with certain laxative 
agents. 

RimiKrts 

(1) Plcologlou. B. F., P. D. Patel, and P. CL 
Lykoudl*. “Blorbeologlcal Aspect* of Colonic 
Activity: Part X. Theoretical Consideration*," 
Biorheology. 10:431-440, 1073. 

<2) Plcologlou. B. F.. P. D. Patel, and P. 8. 
Lykoudls. ‘Blorbeologlcal Aspects of Colonic 
Activity: Part IT. Experimental Investigation 
of Rheologic Behavior of Human Feces," 
Biorheology, 10:441-448.1073. 

II. Antidiarrheals 


Pursuant to the notice published In 
the Federal Register of February 8. 
1973 (38 FR 36141 requesting the sub¬ 
mission of data and information on OTC 
antidiarrheal drugs, the following Arms 
made submissions relating to the in¬ 
dicated products: 


A. Data and Information'of Submissions 

i —'’Siforkoted 
Firm product* 


Eneglotorla Medicine Co . 
Inc., of Puerto Rico. 
Santurce. PR 00907. 
HyiiBon. Wcstcott and 
Dunning. Inc.. Balti¬ 
more. MD 21201. 
International Pharma¬ 
ceutical Corp., Warring¬ 
ton. PA 18976 
Lac to Product* Co., Mil¬ 
waukee. W1 63218. 
Merrick Medicine Oo., 
Waco. TX 78703. * 

Norwich Pharmacol Oo„ 
Norwich. NY 13816. 


Parke. Davis and Co., 
Detroit, Ml 48232. 
Purdue Frederick Co.. 
Norwalk. CO 06868. 


Koo-Geet. 


L&ctlncx Tablets. 


Dla-Quel. 


Acidophilus Con¬ 
centrate. 

Percy Medicine. 

Pep to - Bismol. 
Pepto - Bismol 
Chewable Tab¬ 
le to. 

Pargel. 

PoreUxlr Liquid. 


Firm 


Marketed 

products 


A. H. Robins Co., Rich¬ 
mond, VA 23220. 

William H. Borer, Inc.. 
Fort Washington, PA 
19034. 

The Upjohn Co., Kala¬ 
mazoo, MI 49001. 

USV Pharmaceutical 
Corp., Tuckahoe. NY 
10707. 

Wyeth Laboratories. Inc., 
Philadelphia. PA 19101. 


Donnagel. Don- 
nogcl-PO. 
ParapectolLn. 


Kao-Con. Koo- 
pectatc. 

Bacld 


Kalpcc. Koo- 
magma. Poly- 
magmo, Poly¬ 
magma Tab¬ 
lets. 


B. Labeled Ingredients Contained in 
Submitted Products 

Alumina powder, hydrated 
Amlno&retlc acid 
Atropine sulfate 
AUapulglte, activated 
Bismuth subnitrate 
Bismuth subsalicylate 
Calcium carbonate, precipitated 
Calcium hydroxide 
CarboxymethylcNluloee 
Charcoal. Activated 
Homatroplne methyl bromide 
Hyoscyamine sulfate 
Kaolin 

lactobaclllui acidophil us 
Lactobacillus bulgaricu* 

Opium powder 
Opium, tincture of 

Paregoric (camphorated tincture of opium) 
Pectin 

Phenyl salicylate, (said) 

Potassium carbonate 
Rhubarb fluldextract 

Scopolamine hydrobromide (hyoeclne hydro- 
bromide) 

Zinc phcnolsulfonate 

In addition, the panel reviewed the follow¬ 
ing ingredient: polycarbophll. 


C. Diarrhea and the Us* or OTC Anti¬ 
diarrheal Products 

Diarrhea may be defined as the excre¬ 
tion of stools with Increased frequency 
and an increased weight and water con¬ 
tent (Ref. I). Healthy adults may have 
up to three stools per day (Ref. 2); and 
the water content may vary from 60 to 
85 percent. Individuals with diarrhea ex¬ 
crete more than 200 grams of stool per 
day containing 60 to 95 percent water 
(Ref. 1). Tlie major factor contributing 
to diarrhea is the excess water. It is re¬ 
markable that only 80 to 120 milliliters of 
water are excreted daily in the stool, 
when one considers that normal daily 
fluid Intake is approximately 2 liters and 
normal secretions into the digestive tract 
account for an additional 7 liters. This 
indicates the extreme efficiency of the 
normal digestive tract in absorbing water 
and that excretion of only a few hundred 
milliliters of water in the stools will con¬ 
tribute to diarrhea. 

Water absorption is thought to occur 
passively in the gut as a result of the 
absorption of solutes (ions as sodium, 
potassium, chloride, bicarbonate, etc., 
and simple products of digestion as glu¬ 
cose, amino acids, etc.). Thus, any con¬ 
dition that interferes with or Inhibits 
normal solute absorption secondarily 


disturbs water absorption and may result 
in diarrhea. In a recent excellent review, 
the pathophysiology of diarrheal states Is 
described and correlated with clinical 
conditions <Rcf. 1). The multiple causes 
of diarrhea Include bacterial and viral in¬ 
fections, parasitic Infestations, lack of 
adequate digestive enzymes, pathological 
conditions of the intestinal mucosa, vari¬ 
ous metabolic and hormonal disturb¬ 
ances, Increased gastrointestinal motility 
resulting in decreased transit time, and 
various surgical operations upon the 
digestive tract. 

Diarrhea, unassociatcd with fever or 
blood in the stool, but sometimes asso¬ 
ciated with symptoms such as loss of 
appetite, abdominal cramps, nausea and 
vomiting is common. The Panel con¬ 
cludes that this type of diarrhea for 
which relief may bo sought in OTC anti¬ 
diarrheal products Is a self-limiting dis¬ 
order and usually lasts about 2 days. The 
Panel believes that OTC antidiarrheal 
products provide only symptomatic re¬ 
lief and arc most effective in the mildest 
types of diarrhea. 

The Panel has therefore adopted the 
following definitions: 

(1) Diarrhea. Abnormally frequent 
passage of watery stools, self limiting (24 
to 48 hours) usually with no identifiable 
cause. 

(2) Antidiarrheal. An agent that is ef¬ 
fective for the treatment of diarrhea. 

Rjcftrencxs 

(1) Phillip*. S. F. •Diarrhea: A Current 
View of the Pathophysiology," Gastroenter¬ 
ology. 83:405-518, 1972. 

(2) Connell. A. M . C. Hilton. O. Irvine. J. 
E. Lennard-Jones, and J. J. MUXewicz, "Vari¬ 
ation of Bowel Habit In Two Population 
Samples," British Medical Journal, 2:1095- 
1099. 1965. 

D. Labeling of Antidiarrheal Products 

1. Indications. The indications for use 
of on antidiarrheal should be simple and 
clearly stated. If the product is taken for 
specific Indications such as to decrease 
the frequency of bowel movements, or to 
increase the bulk of the stool, the label 
should so state. The directions for use 
should be clear and provide the user a 
reasonable expectation of the results an¬ 
ticipated from use of the product. State¬ 
ments of indications for use should be 
specific and confined to the conditions 
for which the product is recommended. 
No reference should be made, or implied, 
regarding the alleviation or relief of 
symptoms unrelated to the condition 
that Is an Indication for use of the 
product. 

2. Ingredients. The label should state 
In metric units the quantity of each ac¬ 
tive ingredient contained in the recom¬ 
mended dose, e.g., teaspoonfuls, tablets, 
etc. 

A product containing more than 1.0 
mEq (23 mg) sodium per maximum daily 
dose should be labeled as to the sodium 
content per dosage unit. Furthermore. If 
the product contains more than 15 mEq 
(345 mg) sodium in the maximum rec¬ 
ommended dally dose, the label should 
state: 
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Do not uae thU product except under the 
advice and supervision o f a physician If you 
are on a low salt diet. 

And In addition. 

Do not use this product except undor the 
advice and supervision of a physician if you 
have kidney disease. 

If the product contains more than 25 
mEq (975 mg> potassium In the maid- 
mum recommended daily dose, labeling 
should state: “Do not use this product 
except under the advice and supervision 
of a physician if you have kidney 
disease." 

If the product contains more than 50 
mEq (600 mg) magnesium In the maxi¬ 
mum recommended daily dose, the label¬ 
ing should state: “Do not use this prod¬ 
uct except under the advice and super¬ 
vision of a physician if you have kidney 
disease" 

The Panel strongly recommends that 
all inactive ingredients be listed with or 
without a statement of their quantity. 

3. Directions for use. The label should 
contain a clear statement of the usually 
effective, minimal and maximal dose per 
time interval broken down by age groups, 
and if appropriate, may be followed by 
the statement “except under the advice 
and supervision of a physician.** 

4. Warnings . Th e Pa nel concurs with 
the regulation (21 CFR 369.20) contain¬ 
ing the general warning statement for 
diarrhea preparations which states: 

Warning— Do not uw for more thsn 2 days 
or In the presence of high fever or In Infants 
or children under 3 years of ago unless di¬ 
rected by a physician. 

In addition, the label of anti diarrheal 
products containing belladonna prepara¬ 
tions and preparations of its alkaloids 
shall also contain the specific warnings 
for these agents as discussed below for 
anticholinergics in Category in as antl- 
di&rrheala. 

Opium-paregoric and other habit - 
forming drugs should contain the label¬ 
ing requirements as provided In the 
regulation (21 CFR 329.10) as discussed 
below for opiates in Category I as anti- 
diarrheals. The label should clearly state 
that If diarrhea Is associated with high 
fever, the patient should see a physician. 

E. Classification or Active 
Ingres cents 

The Panel reviewed all active ingredi¬ 
ents which were the subject of submis¬ 
sions made to the Panel. Additionally, 
the Panel reviewed palycarbophll 
brought to their attention by the Pood 
and Drug Administration. The Panel 
considered all pertinent dAta and infor¬ 
mation In arriving at its conclusions and 
recommend ations. 

In accordance with the regulation (21 
CPR 330.10). the Panel's findings with 
respect to these ingredients are set forth 
in three categories: 

I. Conditions under which antidiar- 
rheal products are generally recognized 
as safe and effective and are not mis¬ 
branded. 

II. Conditions under which antidiar- 
rheal products arc not generally recog¬ 


nized as safe and effective or are mis¬ 
branded. 

HL Conditions for which the available 
data are insufficient to permit final clas¬ 
sification at this time. 

The Panel recommends tire following 
for each category of drugs: 

1. That the monograph (Category 1) 
be effective 30 days after the date of pub¬ 
lication of the final monograph in the 
Federal Register. 

2. That the conditions excluded from 
the monograph on the basis of the 
Panel's determination that they would 
result in the drug not being generally 
recognised as safe and effective or would 
result in misbranding (Category ID be 
eliminated from OTC drug products 
effective 6 months after the date of pub¬ 
lication of the final monograph in the 
Federal Register, regardless whether 
further testing is undertaken to justify 
their future use. 

3. That the conditions excluded from 
the monograph on the basis of the 
Panel's determination that the available 
data are insufficient to classify such con¬ 
ditions either os generally recognized as 
safe and effective and not misbranded or 
as not being generally recognized as safe 
and effective or would result In mis¬ 
branding (Category III) be permitted to 
remain in use for 2 years after the date 
of publication of the final monograph In 
the Federal Register. If the manufac¬ 
turer or distributor of any such drug 
utilizing such conditions in the interim 
conducts tests and studies adequate and 
appropriate to satisfy the questions 
raised with respect to the particular con¬ 
dition by the Panel. 

F. Rxvirw or Active Ingredients 

In considering the active ingredients 
in antidiarrheat products, the Panel 
elected to classify Ingredients on the 
basis of the usually accepted pharma¬ 
cologic categories of the ingredient in 
providing relief from diarrhea, l.e., ad- 
sorpLives, anticholinergics, astringents, 
opiates, and other active Ingredients. 
Like laxative products, the Panel found 
that many antldiarrheal products con¬ 
tain more than one active ingredient. 
8omo of these combinations are con¬ 
sidered irrational because one or more of 
the active Ingredients is considered too 
small to contribute significantly to the 
overall effectiveness of the product The 
Panel finds it difficult to substantiate the 
claims of effectiveness of some anti- 
diarrhcai products. 

1. Conditions under which antidiar - 
rheal products are generally recognized 
as safe and effective and are not mis¬ 
branded After carefully reviewing all 
data available to the Panel, the following 
antldiarrheal ingredients were classified 
as safe and effective and not misbranded: 

Otutrs 

Opium powder 
Opium, tincture of 

Paregoric (camphorated tincture of opium) 
polycarcopuil 

(a) Active ingredients classified as 
opiates —(1) Opium powder , tincture of 
opium, paregoric (camphorated tincture 


of opium). The Panel concludes that 
opiates are safe and effective in tho 
amounts usually taken orally: adults 15 
to 20 milligrams opium per unit dose: 
children (6 to 12 years) 5 to 10 milli¬ 
grams opium per unit dose or adults 1.5 
to 2.0 milligrams morphine per unit dose: 
children (6 to 12 years) 0.5 to 1.0 milli¬ 
gram morphlrc per unit dose 1 to 4 times 
a day in antldiarrheal products for use 
not to exceed 2 days. 

The Panel concurs that preparations 
containing less than 100 milligrams 
opium per 100 milliliters should be ex¬ 
empt from the federal requirements (21 
CFR 329.20(a)) for prescription of nar¬ 
cotics: “ Provided . That the prepara¬ 
tions • • • contain one or more non- 
narcotic active medicinal ingredients in 
sufficient proportion to confer upon the 
preparation valuable medicinal qualities 
other than those possessed by the nar¬ 
cotic drug alone.*’ These preparations 
should be sold over-the-counter unle&s 
limited by state or local laws. 

The opiates are generally recognized 
as effective anUdi&rrh*als at the dose 
equivalent to 15 to 20 milligrams of opium 
or 1.5 to 2.0 milligrams of morphine. 
Morphine increases rhythmical segment¬ 
ing contractions of both the small Intes¬ 
tine and the colon with inhibition of 
propulsive movements (Ref. 1). The de¬ 
layed colonic emptying affords clinical 
relief but may actually rctaru recovery' 
from infectious (shigellosis) diarrhea 
(Ref. 2). 

The resulting high intraluminal pres¬ 
sure, a possible precursor of diverticular 
disease, is considered a contraindication 
to the chronic use of opiates in persons 
with disorders of gut motility (Ref. 3). 

labeling 

In addition to the general warnings 
required of all antidiarrheals (See label¬ 
ing statements above for antldiarrheal 
products), the labeling of products con¬ 
taining opium and Its alkaloids sh ould 
meet the labeling requirements in 2i CFR 
329.10 for habit forming drugs which 
states the following: 

WAR?pNo.—May be h&bll forming. 

Rtnxorcza 

(1) Adler. H. F., A. J. Atkinson and A. C. 
Ivy. "Effect of Morphine and Dllaudld on th» 
Tloum and of Morphine, Dllaudld and Atro¬ 
pine on the Colon of Man," Archived or In¬ 
fernal Medicine. 69:974^86.1942. 

(2) Dupont. H. L. and R. D. Horolck, •'Lo¬ 
motil Therapy of Induced Shigellosis." Clin¬ 
ical Research. 21:598.1973. 

(3) Read, A. E., "Anti-diarrheal Agents," 
Practitioner. 206:69-76, 1971. 

(b> Other active ingredients —(1) Poly - 
carbophil. The Panel concludes that poly- 
carbophil is safe and effective in amounts 
usually taken ornlly (4 to 6 grams per 
day) in antldiarrheal preparations (or 
when used as a laxative). The pediatric 
dose is 0J> to 1.0 gram for infants hot 
more than 2 years; 1 to 1.5 grams for 
children (2 to 5 years); and 1.5 to 3.0 
grams for children over 5 years. 

Poly carbophil. a hydrophilic polya- 
cryilc resin (polyacrylic acid cross-linked 
with divinyl glycol). is insoluble in witter, 
dilute acids, dilute alkalis, and common 
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organic solvents. It has a marked ca¬ 
pacity for binding water and absorbs 
about 60 times Its original weight. This 
property is the basis for its use as an 
internal hydrosorptivc agent. 

The seemingly paradoxical utilization 
of tills hydrosorptlve agent In the treat¬ 
ment of both diarrhea and constipation 
Is based on its modifying effect on ab¬ 
normal fecal consistency. In diarrheal 
states, the hydrophilic agent absorbs 
free fecal water forming a gel in the 
lumen of the Intestine that Is incapable 
of absorbing water at normal rates, and 
produces formed stools. In constipation, 
the agent retains water intraluminally 
and opposes dehydrating forces in the 
bowel. The watcr-retAining capacity of 
polycarbophil is considerably greater 
than that of methylcellulose or psyllium 
muclllold. The degree of hydrophilia 
<cc/gm> of polycarbophil In synthetic in¬ 
testinal Juice is about 120 while for psyl¬ 
lium. methylcellulose. agar-agar, and 
carbo gum the values are 30. 36. 14. and 
22. respectively. 

In animal studies, polycarbophil has 
been shown to be free of toxicity, to be 
nonabsorbable, to have no effect on di¬ 
gestive enzymes, to have no Influence on 
nutritional status, and to be metabolical- 
ly inactive. 

Clinical studies in patients with both 
acute and chronic diarrhea have demon¬ 
strated the effectiveness of polycarbophil 
as on anti diarrheal. 

COMMENT 

The Panel is of the opinion that there 
is a great need for more Category I anti- 
diarrheal ingredients and urges industry 
to develop additional safe and effective 
aatidiarrheal agents. 

References 

(1) Grossman, A J., H. C. Butter man an d 
P. Letter, “Polyacryllc Resin: Effective Hy¬ 
drophilic Colloid for Lho Treatment of Con¬ 
stipation.'* Journal of the American Geria¬ 
tric Society, 5:187-192, 1957. 

(21 Roth. J. L. A.. “Effect* of Polycarbophil 
as Enteral Hydrosorbent in Diarrhea,'* Amer¬ 
ican Journal of Digestive Diseases. 5:985-971, 
1900. 

(3) Plmparker, B D., P. P. Paustlan. J. L, 
A. Roth and H. U Bock us. “Effect of Poly¬ 
carbophil on Diarrhea and Constipation.** 
Gastroenterology. 40:397-404, 1961. 

(4) Rutledge. M L . M M Winner and J. 
T. King, “Calcium Polycarbophil In Acute 
Childhood D.arrhea,’* Clinical Pediatrics. 
2:61-63. 1983 

(5) Wlnkelsteln. A., “Effect of Calcium 
Polycarbophil (CARBOFIL4*) Suspension on 
Gastrointestinal Transit Time/* Current 
Therapeutic Research. 8:572-583, 1964. 

2. Conditions under which antidiar- 
rheal products arc not generally recog¬ 
nized as safe and effective or are mis¬ 
branded. After careful review of all data 
submitted as well as additional evidence 
provided by the Food and Drug Adminis¬ 
tration and the results of a literature 
search, the Panel found there is no scien¬ 
tific or even sound theoretical basis for 
claimed efficacy of a number of ingredi¬ 
ents used in OTC antldiorrhcal prepara¬ 
tions. The Panel concludes that the in¬ 
gredients. labeling, and combination 
drugs involved should be removed from 
the market unless further scientific test¬ 


ing supports their use. In addition, the 
Panel concludes that it is neither truth¬ 
ful nor accurate to make claims regard¬ 
ing multiple indications for some single 
ingredients or to claim enhanced effec¬ 
tiveness and/or safety in some combina¬ 
tions of ingredients. 

The Panel concludes that the follow¬ 
ing ingredients, labeling, and combina¬ 
tion drugs involved should be removed 
from the market as antldiarrheals unless 
and until further scientific testing sup¬ 
ports their use: 

Astringent 
Rhubarb fluid* xtxact 

Other Claimed Active Ingredients 

Amlnoacetic acid (glycine) 

Potassium carbonate 

Scopolamine hydrobromide (hyoadne hydro- 

bromldo) 

Labeljno Claims roe SPtcmc Combinations 

Anticholinergic 

Antacid 

a. Claimed active ingredient classified 
as an astringent — (l) Rhubarb Fluidex - 
tract. The Panel recognizes that Chinese 
rhubarb ( Rheum officinale) contains de¬ 
rivatives which are related to active laxa¬ 
tive agents, but concludes there is no re¬ 
liable scientific evidence to permit classi¬ 
fication of this plant derivative as an 
antidiarrheal. 

Chinese rhubarb contains several hy¬ 
droxy me thy 1-ant hraquinone derivatives 
which are chemically similar to those 
found in aloe, cascara sagrada. and 
senna. In addition to these anthraqui- 
nonc type compounds, rhubarb also con¬ 
tains astringent ingredients such as 
rheotannic acid and gallic acid. The 
Panel found no reliable scientific data 
that evaluated the influence of these as¬ 
tringents on the laxative action of the 
anthraquinonc ingredients (Refs. 1 and 
2). Moreover, there are no dose response 
studies in man that establish an effective 
and safe dose for Chinese rhubarb. It is 
the Panel's opinion that the claim of 
Chinese Rhubarb acting as a laxative in 
high doses due to its anthraquinonc like 
compounds, and as an antidiarrheal in 
low doses due to its astringent properties, 
U unfounded and represents misbrand¬ 
ing. 

In the case of Chinese rhubarb, the 
Panel’s concern with safety relates only 
to the known side effects common with 
all anthr&qutnoncs. American rhubarb, 
which is used extensively in foods. Is de¬ 
void of anthraqulnone derivatives (Ref. 
1). It is the opinion of the Par.el that 
Chinese rhubarb in small amounts is 
inactive as an antidiarrheal, but may 
contribute to flavoring. 

References 

(1) AM A Drug Evaluation*. 1st Ed . Ameri¬ 
can Medical Association, Chicago. IU p. 597, 
1970. 

(2) SoUmann, T.. A Manual of Pharma¬ 
cology. 8th Ed.. W B. Saunders. Inc., Phila¬ 
delphia. p. 211. 1957. 

b. Other claimed active ingredients in 
antidiarrheal preparations —(1) Amino¬ 
acctic acid t glycine). The Panel con¬ 
cludes that aminoocetlc acid (glycine) 
is safe in the amounts < 400 to 800 milli¬ 


grams dally) taken orally in antidiar¬ 
rheal preparations but there is no evi¬ 
dence to establish efficacy in diarrhea. 

Aminoacctic acid was reviewed by the 
OTC Antacid Panel, which found gly¬ 
cine to be safe in the amounts usually 
taken orally (5 grams per day) in antacid 
preparations (Ref. 1). Animal toxicity 
studies report excess glycine (10 percent 
glycine diet) leads to the accumulation of 
fat in the liver and slower growth rate 
(Ref. 2). 

Aminoacctic acid is described In the 
National Formulary and other textbooks 
as a dietary supplement or antacid (Ref. 
3 and 4). The Panel recognizes that the 
small amount of glycine used in antidiar¬ 
rheal preparations may be included for 
portability or os a pharmaceutical 
necessity. It is the scientific opinion of 
the Panel that there is no justification to 
claim glycine an active antidiarrheal in¬ 
gredient. 

References 

(1) “Proposal Establishing a Monograph 
for OTC Antacid Products.*' published in the 
Federal Register of April 5. 1973 (36 Fit 
8714). 

(2) Arnsteln. H. R. V. “The Metabolism of 
Olyclne.** Advances in Protein Chemistry. 
9:17-18, 1954 

(3) The National Formulary, 13th Ed.. 
American Pharmaceutical Association. Wash¬ 
ington. D.C.. p 38 39, 1970. 

(4) Wilson. C W , ct al., The Textbook of 
Oragnlc Medicinal and Pharmaceutical 
Chemistry. 5th Ed.. J. B. Llpplncott, Phila¬ 
delphia. p.803 804. 1966. 

(2) Potassium carbonate. The Panel 
concludes that potassium carbonate is 
safe in amounts usually taken orally in 
antidiarrheal preparations (3 to 6 grams 
per day). but there is no evidence that it 
possesses an antidiarrheal effect. 

Although claimed as an active anti- 
diarrhe&l ingredient, it is the Panel's 
opinion that potassium carbonate is an 
inactive ingredient and should be so re¬ 
garded. The Panel is unaware of any evi¬ 
dence indicating potassium carbonate 
has antidiarrheal properties. Products 
containing potassium carbonate should 
list on the label the available potassium 
in z recommended dose of the product. 
If significant amounts are present, spe¬ 
cific warnings should be made for pati¬ 
ents with renal disease. 

Reference 

(1) OTC Volume 000005.* 

(3) Scopolamine hydrobromide (hy- 
oscine hydrobromide). The Panel con¬ 
cludes there is insufficient evidence that 
scopolamine hydrobromide exerts an 
antidiarrheal effect. 

8copolamlne hydrobromide differs 
quantitatively from atropine in its anti- 
muscarinic action. Scopolamine has 
more pronounced effects on the central 
nervous system, ciliary body. Iris and 
various secretory glands while atropine 
Is more effective in reducing intestinal 
tone and motility (Ref. 1). There is. 
therefore, little or no rationale for the 
use of scopolamine In the treatment of 
diarrhea. The use of the related anti¬ 
cholinergics. atropine sulfate, homatro- 
pine methylbromide, and hyoecyamine 
sulfate is discussed below. 
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(1) Innco, I. R. and M Nickerson. "Drugs 
Inhibiting the Action of Acetylcholine on 
Structures Innervated by Postganglionic 
Parasympathetic Nerves (Antlmurcarlntc or 
Atroplnlc Drugs)/* Tho Pharmacological 
Baals of Therapeutics, 4th Ed., Edited by 
Goodman, L S. and A. Gilman. The Mac¬ 
Millan Company. Now York, p. Mi-648. 1870. 

<c) Labeling claims /or specific com¬ 
binations —<1> Claims for combinations 
of anticholinergic with opiates. The 
Panel concludes lhat claims for enhanced 
effectiveness of the opiates through com¬ 
bination with atropine or Its derivatives 
Is not supported clinically or theoreti¬ 
cally. since large and potentially toxic 
doses of the anticholinergics are required 
for partial suppression of the increased 
tone of the ileum and colon induced by 
morphine (Ref. 1). For example, the ad¬ 
dition. In a non-OTC drug, of atropine 
at only 1/20 of the usual effective dose 
(0.025 mg./tablet) to diphenoxylate is 
widely recognized as an example of ad¬ 
ditive toxicity without additive thera¬ 
peutic benefit (Ref. 2). 

R e r ow cE s 

tl) Adler. H. F . A. J. Atkinson and A. C. 
Ivy, ‘ Effect of Morphine and Dllaudld on the 
Ileum and of Morphine, Dllaudld and Atro¬ 
pine on the Colon of Man/' Archives of In¬ 
ternal Medicine. 69:974-85, 1942. 

(2) Rose ns Lein, G , M Freeman. A. Stand¬ 
ard and N. Wet ton, “Warning; The Use of 
Lomotil In Children." Pediatrics, 61:132-133, 
1073. 

(2) Claims for combinations of anti - 
diarrheals with antacids. Some anti- 
diarrheal combination products contain 
various amounts of effective antacid in¬ 
gredients as calcium carbonate, calcium 
hydroxide and hydrated alumina powder, 
as well an antidiarrheal Ingredients. It is 
well known that many effective antacids 
Including those listed above when given 
in adequate doses for antacid therapy 
will sometimes cause mild constipation. 
The fact that these agents may cause 
constipation when used in antacid ther¬ 
apy. does not constitute a rational basis 
for the claim that these agents are also 
effective antidiarrheals. In addition, 
there is no known relationship between 
gastric secretion and constipation. Thus, 
the Panel Is of the opinion that it is 
not rational concurrent therapy for a 
significant portion of the population for 
the label to claim both antacid and anti- 
diarrheal properties if the antidiarrheal 
claim Is supported by a nonantidiarrhe&l 
ingredient. 

(3) Conditions for which the available 
data are insufficient to permit final clas¬ 
sification at this time. The Panel con¬ 
cludes that adequate and reliable sci¬ 
entific evidence is not available at this 
time to permit final classification of the 
active Ingredients listed below: 

ADSORBENTS 

Attapulglte. Activated 
Charcoal, activated 
Kaolin 
Pectin 

Asrnci lOLCNsacios 

Atropine sulfate 

Horn atropine methylbromido 

Hyoecyamine sulfate 


Astringents 

Alumina powder, hydrated 
Bismuth salts 
Calcium hydroxide 
Phenyl aallcylato (aalol) 

Zinc phenolsulfonate 

Ontn Claimed Active Ingredients 

Calcium carbonate 
Lactobacilli 

Acidophilus 

Bulgarlcus 

Sodium carbozymethylcclluloso 
* Labeling Claims for Srscrnc Ingredient 
Bismuth subsalicylate 

The Panel believes It reasonable to 
allow 2 years for the development and 
review of such evidence. Marketing need 
not cease during this time if adequate 
testing is undertaken. If data regarding 
adequate effectiveness and safety are not 
obtained within 2 years, however, the 
ingredients listed in this category* should 
no longer be marketed as active anti- 
diarrheal ingredients in over-the-counter 
products but may be permitted as in¬ 
active Ingredients if the amount em¬ 
ployed is shown to be free of pharma¬ 
cologic or toxic effect and contributes 
to the pharmaceutical formulation of the 
product. Some ingredients may be pres¬ 
ent in products in quantities which are 
pharmacologically Inactive by virtue of 
being subclinical doses. In these cases, 
the ingredients may be included for 
pharmaceutical necessity or convenience, 
such as improving the stability or pala- 
tability of the product. However, it Is 
the opinion of the Panel that if an In¬ 
gredient was originally claimed by the 
sponsor to be active. It cannot then also 
be claimed inactive and Included for 
formulation purposes unless the follow¬ 
ing are documented: The absolute neces¬ 
sity for inclusion in the pharmaceutical 
formulation, the safety of the quantity 
In the finished product, and the inactivity 
of the quantity in the finished product. 

Tho Panel strongly recommends that 
all inactive ingredients be listed with or 
without a statement of their quantity, 
since the consumer may need to know for 
a variety of reasons, the Ingredient in a 
product. However, the product cannot be 
promoted on the basis of its Inactive in¬ 
gredients. nor can the label emphasize 
the Inclusion of the inactive ingredients. 

The Panel has given careful considera¬ 
tion to the types of studies and types 
of data to be required for removing a 
claimed active antidiarrheal Ingredient 
from Category in and placing it in Cate¬ 
gory I. (See paragraph I below for data 
required for antidiarrheal ingredient 
evaluation.) In general, to demonstrate 
effectiveness, the design of the study 
should have a sound scientific basis (e.g., 
a randomized, double-blind study com¬ 
paring claimed active ingredients to 
placebo), the clinical trial should be 
carefully controlled (e g. consideration 
given to selection of subjects representa¬ 
tive of general population as well as diet, 
activity, travel, etc., of subjects being 
studied), and quantitative measurement 
of various parameters appropriate for the 
claimed effects of the ingredients (e.g., 
stool frequency, stool volume, stool 


weight, stool water content, stool con¬ 
sistency. etc.). To demonstrate safety, 
appropriate toxicological studies In ex¬ 
perimental animals (preferably primate) 
and man are required as outlined else¬ 
where. 

<R> Claimed active ingredients classi¬ 
fied as adsorbents —(1) Attapulglte. ac¬ 
tivated. The Panel concludes activated 
attapulglte is safe in the amounts taken 
orally (e.g. 6 to 9 grams per 24 hour pe¬ 
riod) but there is insufficient evidence 
to classify it as an effective antidiarrheal. 

Attapulglte is a naturally occurring 
aluminum magnesium silicate, similar to 
kaolin. It is inert and, presumably, non¬ 
toxic when administered orally (Ref. 1). 
In experimental animals, no LD» could 
be obtained at 900 times the clinical dose. 
There have been few clinical studies on 
the safety or efficacy of attapulglte 
(Refs. 2 and 3). One well-controlled 
study showed that a combination of at- 
tapuigite and pectin was more effective 
than a placebo of unknown composition 
(Ref. 4). The claimed action of attapul- 
gite is apparently due to its adsorptive 
properties (Ref. 5), U., adsorption of 
bacteria, toxins, etc. 

DATA PERTINENT FOR EFFECTIVENESS 

The Panel recognizes that attapulglte 
Is generally recognized as safe in the 
amounts taken orally, but adequate data 
to establish effectiveness are lacking. Ad¬ 
ditional in vivo and in vitro studies are 
needed to establish that the primary 
mechanism of action is that of adsorp¬ 
tion. Additionally, well-designed and 
carefully controlled clinical studies are 
necessary to establish the effectiveness of 
attapulglte when compared to placebo 
and/or an effective antidiarrheal. (See 
paragraph I below for data pertinent for 
antidiarrheal Ingredient evaluation.) 
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(2) Charcoal, activated. The Panel 
concludes activated charcoal to be safe 
in the amounts taken orally, but believes 
there is a lack of acceptable clinical evi¬ 
dence to establish its effectiveness as an 
antidiarrheal agent. 

Activated charcoal powder is the resi¬ 
due obtained by the destructive distilla¬ 
tion of wood pulp, suitably treated to 
Increase its adsorptive power. Important 
characteristics of activated charcoal that 
contribute to its adsorptive capacity are 
small particle size, large total surface 
area, and low mineral content. The only 
generally accepted medicinal use for ac¬ 
tivated charcoal Is as an antidote in 
poisoning (Ref. 1), although it may also 
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prove useful In the treatment of acute 
hepatic failure (Ref. 2K In regard to its 
use as an antidote, the adsorbent has 
been amply demonstrated to bind a num¬ 
ber of chemicals within the gastroin¬ 
testinal tract and thus, prevent their 
absorption (Ref. IK Since activated 
charcoal in the form of tablets or cap¬ 
sules U sometimes recommended for the 
management of various gastrointestinal 
disorders such as flatulence and diarrhea 
(Ref. 3), it is significant to point out that 
activated charcoal powder has been 
demonstrated to be much more effective 
as an adsorbent than activated charcoal 
tablets (Ref. 4). 

DATA PERTINENT FOR SAFETY AND 
EFFECTIVENESS 

The Panel concurs that activated char¬ 
coal is a potent adsorptive agent but 
there are no partially controlled or con¬ 
trolled clinical studies to establish the 
effectiveness of activated charcoal as an 
anti diarrheal agent. Effectiveness should 
be tested In well-controlled clinical trials 
comparing activated charcoal with a 
placebo and/or a known effective antl- 
diarrheol. Dose response data should be 
established, and. If determined, the ef¬ 
fects of an effective dose on the gastro¬ 
intestinal absorption of various drugs 
commonly used in small doses (e.g. car¬ 
diac glycosides, alkaloids and synthetic 
estrogens) should be determined. Addi¬ 
tionally. data are needed to determine 
whether activated charcoal contains 
benspyrene or methylcholanthrene type 
carcinogens. (See paragraph I below for 
data pertinent for antldlarrheal ingredi¬ 
ent evaluation.) 
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(3 * Kaolin . The Panel concludes kaolin 
is safe in the amounts taken orally (eg. 
12 to 24 grams per dose), but there is 
Insufficient evidence to classify It as an 
effective antidiarrheal at this time, nor 
are there data to establish a dose re¬ 
sponse relationship. 

Kaolin is a native hydrated aluminum 
silicate, powdered and freed from gritty 
particles. It is a clay and occurs as a soft 
white or yellowish white powder. Kaolin 
is considered to act as an adsorbent and 
protectant and has been used for over 
200 years. It is available only in com¬ 
bination with pectin, or with one or more 
other anUdiarrhents. Kaolin Mixture 
with Pectin. N.F., is a suspension which 
contains 20 percent kaolin and 1 percent 
pectin (Ref. 1). The usual dose is 30 mil¬ 
liliters (0 grams of kaolin. 300 milligrams 
oTpectin). Adequately controlled clinical 


studies demonstrating the effectiveness 
of kaolin alone or In combination with 
pectin are not available. It Is considered 
that kaolin adsorbs some toxins, bacteria, 
and viruses and is said to provide a pro¬ 
tective coating for the intestinal mucosa 
(Ref. 2). In addition to adsorbing bac¬ 
teria and various toxins, kaolin may act 
to increase the resistance of flow by 
solidifying the colonic contents, although 
this has not been demonstrated. As with 
the absorption of some drugs, and with 
vitamins such as thiamine, thus pro¬ 
longed use may not be advisable (Refs. 3 
and 4). A kaolin pectin mixture has been 
reported to interfere with the gastroin¬ 
testinal absorption of the antibiotic 
linccmycin (Ref. 5). 

A recent unpublished study submitted 
to the Panel provided data on the effec¬ 
tiveness of kaolin, pectin, the combina¬ 
tion of both, and placebo (water) on a 
variety of diarrhea genic models in the 
squirrel monkey (Ref. 5). The dose of 
active ingredient used was comparable 
to that recommended for adult humans 
and based on milliliters per square meter 
of body surface area. Thus, the dose for 
a 0.9-kilogmm squirrel monkey with a 
body surface of 0.10 square meter was 
3.44 milliliters of kaolin and pectin com¬ 
bination given 3 times daily. The experi¬ 
mental models used to induce diarrhea 
included (a) A diarrheugenic diet, con¬ 
sisting of oranges, carrots, cabbage ad 
Ub and prune juice instead of drinking 
water; (b) cholera toxin, in 3 doses; a 
low dose of 500 mg/kg, a medium dose 
of 2 gm kg. and a high (lethal in 48 
hours) dose of 4 gm/kg; <c> castor oil, 
4 ml/kg; <d> phenolphlhalein. 100 mg/ 
kg: (e) methyl prostaglandin E,. 0.4 mg/ 
kg; (f) bile (beef, dehydrated), 2 gm/kg; 
and (g) lactulose. 

In most of the models studied, it was 
shown that kaolin, pectin, or the com¬ 
bination of both wus more effective in 
reducing the total number of stools or 
the number of loose and liquid stools 
than the placebo. The consistency of the 
stool was determined by simple observa¬ 
tion only. In many of the models, the 
observed effects can probably be ex¬ 
plained by the absorption of the diar- 
rheagcnlc agent by the kaolin and pectin. 
In the diarrheagenic diet model, there 
was no change in the total number of 
stools but the number of loose and liquid 
stools was reduced by kaolin and pectin. 
In some of the models studied, the diar¬ 
rheagenic agent did not Increase the total 
number of stools as compared to control 
periods but the number of loose and 
liquid stools was Increased. 

The Panel accepts the results of these 
studies but questions the relevance of 
the experimental models to human dis¬ 
ease states. 

DATA PERTINENT FOR EFFECTIVENESS 
EVALUATION 

The claim that kaolin acts as an ad¬ 
sorbent and protectant should be tested 
in man using kaolin alone and compared 
to other known adsorbents. Clinical ef¬ 
fectiveness in treatment of diarrhea 
should be documented by well-designed 
and controlled clinical trials to test the 


effectiveness of kaolin alone and compar¬ 
isons made with placebo and/or a known 
effective antidiarrheal. Additional infor¬ 
mation is needed regarding the interac¬ 
tion of kaolin with other drugs such as 
cardiac glycosides, antibiotics, alkaloids 
and vitamins. (See paragraph I below for 
data pertinent for effectiveness evalua¬ 
tion.) 
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(4> Pectin. The Panel concludes pec¬ 
tin Is safe In amounts taken orally te.g. 
3C0 milligrams, 3 to 4 limes per day). but 
there is insufficient evidence to estab¬ 
lish its effectiveness, nor are there data 
to establish n dose response relation¬ 
ship. 

Pectin is a purified carbohydrate prod¬ 
uct obtained from the dilute acid extract 
of the Inner portion of the rind of citrus 
fruits or from apple pomace. It consists 
chiefly of partially methoxylated poly- 
galacturonic acids. Pectin yields not less 
than 6.7 percent of methoxy groups and 
not less than 74 percent of galacturonic 
acid calculated on a dried basis. Pectin 
dissolves In 20 parts of water; the result¬ 
ing colloidal solution is viscous and opal¬ 
escent, and acid in reaction (Refs. 1 and 
2>. The mechanism of action of pectin in 
diarrhea is unknown (Ref. 3). It has been 
claimed that pectin produces beneficial 
results because it Is an adsorbent and 
protective agent (Ref. 4 ) . It has also been 
claimed the beneficial effects are due to 
lowering Ihe pH by galacturonic acid 
(Refs. 5 and 6). When fed to healthy 
human subjects, only a small amount is 
recovered in the feces because pectin is 
decomposed in the colon by bacterial ac¬ 
tion (Ref. 7). In patients with diarrhea, 
much larger amounts may be eliminated 
unchanged. 

The effectiveness of pectin in various 
diarrheagenic models in squirrel mon¬ 
keys has been discussed in the section 
on kaolin. 

DATA PERTINENT FOR EFFECTIVENESS 

The Panel finds insufficient evidence to 
establish the claimed mechanism of ac¬ 
tion of pectin as an antidiarrheal agent, 
Lc. an adsorbent and protective agent. 
This claim should be tested in man. The 
effect of pectin on intraluminal pH also 
has not been well documented. There are 
no controlled clinical trials substantiat¬ 
ing the effectiveness of pectin alone in 
the treatment of diarrhea in man. Pec¬ 
tin 1s usually given in combination writh 
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kaolin or other anUdiarrh.rl agents. Ef¬ 
fectiveness of pectin should be tested 
against a placebo t.i well-controlled 
clinical trials. A comparison should also 
be rnado with a known effective antt- 
dlarrheal. If pectin acts by physically 
altering the susp:mion of kaolin or 
otherwise enhancing the effect of other 
antidiarrheals, this should be docu¬ 
mented and the dose-ratio established. 
(See paragraph I below for data perti¬ 
nent for antidlarrheal Ingredient evalua¬ 
tion.) 
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tb) Claimed active ingredients clas¬ 
sified as anticholinergics. The Panel con¬ 
cludes that some anticholinergic drugs 
are effective in reducing gastrointestinal 
motility when given in doses which are 
equivalent to 0.6 to 1.0 milligram of 
atropine sulfate. However, neither atro¬ 
pine sulfate nor any other anticholiner¬ 
gic drug is safe when given in such doses. 
Further, the effectiveness of such a small 
dosage (e.g.. 1/100 of the effective atro¬ 
pine dose) of these anticholinergic drugs 
as contained in present combination of 
OTC antidlarrheal products Is not estab¬ 
lished. Since the safety and effectiveness 
is not satisfactorily established for OTC 
use. the Panel recommends that anti- 
diarrheal products containing anticho¬ 
linergics when given In doses which are 
equivalent to 0.6 to 1.0 milligram of atro¬ 
pine sulfate be available only by pre¬ 
scription. 

(1) Atropine sulfate. The Panel con¬ 
cludes there Is insufficient evidence to 
establish the safety and effectiveness of 
atropine sulfate. 

Atropine sulfate and related bella¬ 
donna alkaloids significantly reduce the 
tone and motility of the gastrointestinal 
tract by producing parasympathetic 
blockade (Ref. 1). This effect Is espe¬ 
cially prominent since sympathetic nerve 


impulses play little or no part in the reg¬ 
ulation of Intestinal motility and muscle 
tone. Normal subjects and some patients 
with gastrointestinal disease exhibit re¬ 
duced motor activity In the stomach, 
small and large intestine following full 
therapeutic doses (0.6-1.0 milligram) 
subcutaneously or orally iRefa, 1, 2 and 
3). However, there Is insufficient evi¬ 
dence that the small quantities of anti¬ 
cholinergic agents In antidlarrheal prod¬ 
ucts contribute !n any way to effective¬ 
ness. Atropine toxicity is well established; 
children are particularly susceptible. Al¬ 
though doses of 500 milligrams have been 
survived, as little as 10 milligrams have 
been fatal (Ref. 1). 

(2) Homatropine methylbromide. The 
Panel concludes that there is insufficient 
evidence to establish the safety and ef¬ 
fectiveness of homatroplne methylbro¬ 
mide at this time. 

Homatroplne methylbromide is a 
quaternary ammonium derivative of 
belladonna alkaloid which possesses mast 
of the pharmacologic and toxic proper¬ 
ties of atropine (Refs. 1, 4. and 5). It is 
approximately Vz as potent as atropine, 
and it Is claimed to be only as toxic 
as atropine (Ref. 1). although this claim 
is not well documented (Ref. 1). 

(3) Hyoscyamine sulfate . The Panel 
concludes there is insufficient evidence 
to establish the safety and efficacy of 
hyoscyamine sulfate. 

Atropine Is a racemic mixture of equal 
parts of d- and f-hyoscyamine. The 
1-form is more potent than d-hyoscya¬ 
mine. Hyoscyamine sulfate is entirely in 
the 1-form and is, therefore, nearly twice 
as potent as atropine sulfate In its antl- 
muscarinic effects <Rcf. 1). 

LABELING 

The Panel concurs with the required 
warning statements for belladonna 
preparations In the regulations (21 CFR 
369.20) which states in part: 

Waxwwo.—N ot to bo used by. persons 
having glaucoma or excessive pressure with¬ 
in tho eye. or by elderly person* (when 
undiagnoeed glaucoma or excessive pres¬ 
sure within the eye occur* most frequently), 
or by children under 6 years of age. unless 
directed by a physician. Discontinue use 
If blurring of vision, rapid pulse, or dizzi¬ 
ness occurs. Do not exceed recommended 
dosage. Not for frequent or prolonged use. 
If dryncM of the mouth occurs, decrease 
dosage. If eye piin occurs, discontinue use 
and nee your physician Immediately as this 
may Indicate undiagnosed glaucoma. 

Because of occurrence of severe antro- 
plne poisoning In young children, bella¬ 
donna preparations for OTC use should 
not contain more than 0.5 milligram 
antropine equivalent per 15 milliliters 
or per 15 grams of final preparation. 

DATA PERTINENT FOR SAFETY AND 
EFFECTIVENESS 

The Panel concurs that anticholiner¬ 
gic drugs can be effective in the treat¬ 
ment of diarrhea w'hen administered 
under the supervision of a physician. 
The Panel’s primary concern is that of 
safety when anticholinergic drugs arc 
included in OTC antidlarrheal products 
in quantities that contribute to the anti¬ 


dlarrheal effect of the product. Accord¬ 
ingly. if the safety and effectiveness is 
not satisfactorily established for OTC 
use, the Panel recommends that anti- 
diarrheal products containing anti¬ 
cholinergics be available only by pre¬ 
scription. It must be demonstrated by 
carefully controlled clinical trials that 
a*:t!cholinergic drugs used in OTC anti- 
dlarrheals are safe and contribute to the 
effectiveness of the combination prod¬ 
ucts. (See paragraph I below for data 
pertinent for antidlarrheal ingredient 
evaluation.) 
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<c) Claimed active ingredients classi¬ 
fied as astringents. Astringents are 
locally acting drugs that precipitate pro¬ 
tein. They are thought to act by reducing 
cell membrane permeability without cell 
destruction. A number of organic chemi¬ 
cals and certain metallic ions such as 
those of zinc and aluminum are said to 
have astringent properties in high dilu¬ 
tion. Many antidiarrheal drugs are 
claimed to have an astringent action. 
The Panel was unable to And evidence to 
support this claim or to demonstrate that 
astringent properties confer effective¬ 
ness in diarrhea. 

(1) Alumina powder, hydrated . The 
Panel agrees with the OTC antacid 
Panel that hydrated alumina powder is 
safe in the amounts usually taken orally 
for antacid therapy (Ref. 1). Doses used 
for antacid therapy sometimes cause 
constipation (Ref. 2). 

The fact that hydrated alumina 
powder sometimes causes constipation 
when used In adequate doses in antacid 
therapy does not constitute a rational 
basis for the claim that the agent is also 
an effective antidiarrheal. 

The Panel Is unable to find any studies 
that evnluate aluminum compounds as 
a single agent for the treatment of acute 
diarrhea. Nor could any dose-response 
data relative to the constipating effect be 
located. 

The inclusion of alumina gel in anti¬ 
diarrheal preparations to maintain 
kaolin or attapulgite In suspension and 
allow greater surface area for absorption 
may be a reasonable formulation or 
pharmaceutical necessity but does not 
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justify the claim that It Is an active In¬ 
gredient 

DATA PERTINENT FOR EFFECTIVENESS 

It must be demonstrated In man that 
alumina powder Is an effective anti- 
diarrhcal by well-controlled clinical 
comparisons made with a known effec¬ 
tive antidlarrhcal and a placebo. If 
found effective, dose-response data 
should be obtained, (See paragraph I be¬ 
low for data pertinent for antidiarrheal 
ingredient evaluation). 
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(2) Bismuth salts (Bismuth subni¬ 
trate. bismuth subsalicylate). The Panel 
concludes that the bismuth subsalicylate 
is safe In amounts taken orally (0.6 to 
2.0 grams of bismuth subsalicylate. 3 to 
4 times per day) but there Is Insufficient 
evidence to establish effectiveness at this 
time. There Is some question of the safety 
of bismuth subnitrate. The manufac¬ 
turer’s maximum recommended dose 
would provide about 5.6 grams for adults 
and 0.475 gram for children <3 to 6 
years old> In 4 hours. Methemoglobi¬ 
nemia in infants has been reported in 
the literature due to the absorption of 
nitrates from bismuth subnltratc (Refs. 
1 and 2) contraindicating its use in chil¬ 
dren under 2 years. 

Bismuth salts appear to be poorly ab¬ 
sorbed from the gastrointestinal tract; 
several studies report the absence of de¬ 
tectable bismuth in the urine of human 
subjects given high doses or used over 
long periods of time. The ingestion of 
20 to 45 milliliters of a liquid bismuth 
subsalicylate preparation (equivalent to 
Ingesting 5.5 to 8.25 grains (349 to 523.5 
mg) of salicylic acid) yielded blood salic¬ 
ylate levels that ranged from barely 
detectable to 6.2 mg/100 ml. 

Data supporting the effectiveness of 
bismuth in diarrhea are questionable. A 
ligated calf intestine model was used to 
study the effect of one bismuth com¬ 
pound on fluid formation by E. colt Fluid 
production in the intestinal segment 
with E. coli and drug was less than with 
E . coli alone, but the relationship of this 
model to common diarrhea In humans is 
unclear. When the drug was administered 
in vivo to calves with diarrhea, the re¬ 
sults indicated that the drug was not 
effective. 

The products arc said to provide a 
coating action. However, two unpublished 
studies using animals and two using a 
“gastro-camera” on human subjects 
failed to demonstrate any clear evidence 
of a coating action on the mucosa. Re¬ 
ports attempting to document a coating 
action for bismuth utilizing a technique 
of pretreatznent with bismuth probably 
are not applicable, as it can be postulated 
that the majority of consumers do not 
use bismuth compounds “prophylacti- 
cally." 


Several clinical trials attempted to 
document effectiveness of the bismuth 
compounds in diarrhea. One clinical trial 
utilized a double-blind technique with a 
control drug in patients suffering from 
diarrhea secondary to foreign travel. 
However, the outcome measurements 
were based on the patient’s subjective 
opinions of relief (good, excellent, poor, 
none) with no attempt to standardize the 
criteria for these responses. Interpreta¬ 
tion of the results was difficult. Objective 
parameters as stool frequency and con¬ 
sistency before and after treatment were 
not carefully measured (Ref. 3). 

LAB EURO 

8peclal labeling should indicate that 
stools may become dark with use of any 
bismuth compound. 

Bismuth subnitrate is contarindicated 
for use In infants under the age of 2 be¬ 
cause of the known risk of methemoglo¬ 
binemia. 

DATA PERTINENT TOR EFFECTIVENESS 

Data to date suggest bismuth salts may 
be effective in mild diarrhea, but the 
claim needs confirmation by testing In a 
well-controlled clinical trial using objec¬ 
tive parameters to indicate response (e.g. 
number of stools, water content). Bis¬ 
muth salts should be compared to non- 
salicylatc containing bismuth salts In 
order to determine the contribution of 
salicylate to effectiveness. (See para¬ 
graph I below for data pertinent for 
antidiarrheal Ingredient evaluation.) 
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Academy of Sciences. Washington. DC. p. 46- 
75, 1972. 

(2) Gleason, M. N., et. al„ Clinical Toxi¬ 
cology of Commercial Product*: Acute 
Poisoning, 3rd Kd. Williams and Wilkins, 
Baltimore, MD, p. 24, 1969. 

(8) OTC Volume 090120 * 

(3) Calcium hydroxide. The Panel 
concludes that calcium hydroxide is safe 
in the amounts taken orally in antidiar¬ 
rheal products, but there Is no evidence 
of its effectiveness as an antidiarrheal 
agent. 

Calcium hydroxide solution, commonly’ 
known as Ume water, is claimed useful 
for Its antacid properties and for buffer¬ 
ing purposes (Ref. 1). TTie constipating 
effects of calcium when used as on ant¬ 
acid in moderate doses are well known. 
However, there is no evidence of effec¬ 
tiveness in the treatment of diarrhea. 
Calcium hydroxide has been Included In 
multiple ingredient antidiarrheal prep¬ 
arations to provide “temporary relief of 
gastric discomfort due to overeating and 
other dietary indiscretions.- The Panel 
is of the opinion that ft is not rational 
concurrent therapy for a significant por¬ 
tion of the population for the label to 
claim both antacid and antidiarrheal 
aettvity if the antidiarrheal claim is sup¬ 
ported by a nonantidiarrheal antacid in¬ 
gredient. <8ee antidiorrheals discussion 
above for Category n claims.) 

DATA PERT IN ENT FOR EFFECTIVENESS 

Data are needed an mechanism (s) of 
action and a dose-response relationship. 


Effectiveness should be tested in wcll- 
controlicd clinical trials comparing cal¬ 
cium hydroxide with placebo. Compari¬ 
son should also be made with a known 
effective antidiarrheal. (See paragraph I 
below for data pertinent for anU- 
diarrhcal ingredient evaluation.) 

Rcromicu 

(I) The Pti srtnacojicUs of the United State s 
of America . 18th Revision, The United 8tales» 
PtmnmcopeUil Convention, Inc., Washington, 
DC. pp. 03-94. 1970. 

(4> Phenyl salicylate (salol ). The Panel 
concludes that phenyl salicylate is safe 
in the small amounts taken orally In 
antidiarrheal preparations, but there is 
no evidence that it is an effective anti¬ 
diarrheal. 

Phenyl salicylate is no longer listed in 
the United 8tates Pharmacopeia or Na¬ 
tional Formulary. The antiseptic utility 
of salo! depended largely on its hydroly¬ 
sis to phenol and salicylic acid (Ref. 1). 
However, the decomposition is uncertain 
or very slow and the absorption of phenol 
is so rapid that effective concentration 
of the drug In the alimentary tract is 
questionable (Ref. 2>. The amount of 
phenol available in salol antidiarrheal 
preparations is considerably below the 1 
to 2 percent phenol solution accepted as 
bacteriostatic. Giving larger doses of 
salol could possibly result in phenol poi¬ 
soning (Ref. 3). 

DATA PERTINENT FOR EFFECTIVENESS 

Data are needed on mechanism (s) of 
action and a dose-response relationship. 
Effectiveness should be tested in well- 
controlled. double-blind clinical trials of 
the antidiarrheal effect of phenyl «a- 
licylnte (salol) alone and. If desired. In 
combination as compared with placebo. 
Comparison should also be with a known 
effective antidiarrheal. Additionally, 
measurement of blood salicylate at one 
hour after dose administration is needed 
to document the absorption of salicylate. 
(See paragraph I below for data perti¬ 
nent for antidiarrheal ingredient eval¬ 
uation.) 

IUmcNcu 

(1) The United 8 la ten Dispensatory and 
Physicians* Pharmacology. 26th Ed.. Edited 
by Oaol, A*. R. Pratt and M. D. Altohule, J. B. 
Upplncotl Co.. Philadelphia, PA, p. 890. 1967. 

(2) OTC Volume 090053. 1 

(3) Olenaon. M. N., et al.. Clinical Toxicol¬ 
ogy or Commercial Product*: Acute Poison¬ 
ing. 3rd Ed . The William* and Wilkin* Co.. 
Baltimore, p. 113. 1969. 

(fi) Zinc phenolsuljonate . The Panel 
concludes that zinc phenolsulfonaic is 
safe in the small amounts usually taken 
in antidiarrheal preparations, but no evi¬ 
dence exists to establish effectiveness. 

The maximal dally adult dose of zinc 
phenolsulfonate in antidiarrheal prod¬ 
ucts is approximately 400 milligrams. If 
nil of the phenol from zinc phcnolsulfo- 
nate in antidiarrheal products were ab¬ 
sorbed. the amount would be approxi¬ 
mately 136 milligrams in a maximum 
daily adult dose. This figure is well below 
the reported fatal dose of 1.6 grams (Ref. 
1). Therefore, the ingredient seems safe 
in the small amounts used fn antkllar- 
rhcal products. 


FEDERAL REGISTER, VOl. 40. NO. 56—FRIDAY, MARCH 21, 1975 









PROPOSED RULES 


12931 


There Is no evidence in the scientific 
literature or modern standard reference 
texts to establish the effectiveness of 
zinc phenolsulfonate In the treatment of 
diarrhea. The sparse information about 
zinc phenolsulfonate in older editions of 
textbooks describes the compound as an 
astringent for topical application to In¬ 
dolent ulcers and subacute Inflamma¬ 
tion of the nasopharynx or vagtna 
(Ref. 2). 

DATA PERTINENT FOR E F F ECTI VE N E SS 

The Panel finds zinc phenolsulfonate 
safe in the amounts usually taken orally. 
Effectiveness should be tested In well- 
controlled. double-blind clinical trails of 
the anti diarrheal effect of zinc phenol- 
sulfonate alone and. if desired, in com¬ 
bination as compared with placebo. Com¬ 
parison should also be made with a 
known effective antidiarrheal. In addi¬ 
tion. data are needed on mechanism(s) 
of action and dose-response relationship. 
(See paragraph I below for data perti¬ 
nent for antidiarrheal ingredient evalua¬ 
tion.) 

BZRXZNCtS 

(1) CUojon. M. ml.. Clinical Toxi¬ 

cology of Commercial Products: Acuta Poi¬ 
soning. 3rd Ed„ Will lams and Wilkin*. Balti¬ 
more. MD. p. 153. IMP. 

(2) The Dispensatory of tha United States 
of America, 25th Ed , Edited by Osol. A. and 
O. S. Parrar. J. B Llppinoott Co.. Philadel¬ 
phia. p. 1610. 1055. 

(d> Other claimed active ingredients — 
(1) Calcium carbonate. The Panel con¬ 
cludes that calcium carbonate Is safe In 
the amounts taken orally for antacid 
therapy, but can And no evidence that 
it is an effective antidiarrheal. 

The OTC antacid Panel concluded cal¬ 
cium carbonate to be an effective ant¬ 
acid. with the recommendation that not 
more than 8 grams be taken per day 
(Ref. 1 >. The recommendation was based 
on the knowledge that calcium ingestion 
can lead to hypcrcalcuria In some in¬ 
stances. In some individuals, this dose 
of calcium carbonate can case constipa¬ 
tion (Ref. 2). 

The claimed effectiveness of calcium 
carbonate in acute, self-limiting diar¬ 
rhea rests on Us known constipating ef¬ 
fects when used as an antacid in doses 
of 2 to 4 grams 4 times daily. The Panel 
could And no dose-response data rela¬ 
tive to the constipating effect that could 
be used to establish dosage its an anti- 
dlarrhcaL The Panel concludes the con¬ 
stipating effect sometimes observed with 
effective antacid therapy is not a ration¬ 
al basis for claimed efficacy as an antl- 
Ularrheal. 

DATA PERTINENT FOR EFFECTIVENESS 

Data are needed on mechanism <s> of 
action and a dose-response relationship. 
Effectiveness should be tested in well- 
controlled clinical trials comparing cal¬ 
cium carbonate with placebo Compari¬ 
son should also be with a known effective 
antidiarrheal. (Sec paragraph I below for 
data pertinent for antidiarrheal ingre¬ 
dient evaluation.) 


RrrntJtco 

(1) Proposal Establishing a Monograph 
for OTC Antacid Product*.” pubUshod In Lho 
Federal Register of AprU 6, 1973. (ZB TO 
8714). 

(2) AMA Drug Evaluation*. 2nd Ed.. Amer¬ 
ican Medical Association, Chicago, p. 787, 
1078. 

(3) Lactobacillus acidophilus and bulgar- 
ious. The Panel concludes that tootobacU- 
lua actdophUus and lactobecUlu* bulgarlcu* 
are safe in the amounts taken orally In anil- 
diarrheal preparations, but finds Inadequate 
evidence to support their effectiveness as an¬ 
tidiarrheal agents. 

In the past 60 years well over 200 pa¬ 
pers have reported on the use of Lacto¬ 
bacillus acidophilus and lactobacillus 
bulgaricus in the treatment of diarrhea. 
Despite the proliferation of studies the 
very few controlled studies more often 
show lack of effectiveness than any an- 
Udiarrheal effect. The many clinical 
trials reported are not only uncontrolled 
but usually Ignore the well-deOned evi¬ 
dence that establishment of lactobacillus 
as the dominant fecal flora requires the 
administration of large amounts (240 to 
400 gm> per day of an appropriate car¬ 
bohydrate such as lactose or dextrin. 
Dominant colonization, in fact, can be 
Induced by such carbohydrate alone 
without supplemental lactobacilli (Refs. 
1, 2 and 3). Colonization Is virtually Im¬ 
possible in the presence of antibiotic 
therapy: this fact is theoretically Incon¬ 
sistent with the use of lactobacilli to at¬ 
tempt control of antibiotic diarrhea. 

The Panel has been informed that ad¬ 
ditional clinical studies are in progress. 
In view of this, the Panel flnds it appro¬ 
priate to place lactobacillus in Category 
IH. 


DATA PERTINENT FOR EFFECTIVENESS 

The clinical efficacy of lactobacillus 
should be established in a well-con trolled, 
double-blind study in diarrhea of two or 
more types. The stool frequency, weight, 
volume. pH and dominant flora should 
be included in the evaluation of response 
of well-matched groups receding iacto- 
bacllli. lactobacilli plus carbohydrate, 
carbohydrate alone and placebo. (See 
paragraph I below for data pertinent for 
antidiarrheal ingredient evaluation.) 

References 

(1) Chaplin, H. A. and L F. RoUgor, "Stud¬ 
ies on Inteatinol Implantation of Bacillus 
ackloplillun." Proceedings of the Society of 
Experimental Biology and Medicine. 17:192- 
195. 1920. 

(2) Conn. H. O. and M. H. Floeh, -Effect 
of Lactulose and Lactobacillus acidophilus 
on the Fecal Flora.” American Journal of 
Clinical Nutrition. 23:1588-1594. 1970. 

(3) Macbeth. W A. A. O.. E. H Kasa and 
W. V. McDermott. Jr. ‘Treatment of Hepatic 
Encephalopathy by Alteration of Intestinal 
Flora with Lactobacillus acidophilus,** Lan¬ 
cet. 1:309-403. 1985. 

(3) Sodium carboxymethylcetlulose . 
The Panel concludes tliat sodium car- 
boxymethylcellulose is safe in the small 
amounts usually taken orally in antidi- 
arrhenl products (200 milligrams 2 to 4 
times per day) but that there is insuffi¬ 


cient evidence to establish effectiveness 
as an nntidiarrheal agent. 

Sodium c ar boxy m e thy Ice flu! ose Is a 
semisynthetic cellulose derivative which 
was previously evaluated as a bulk lax¬ 
ative. It is categorized in several texts as 
a thickening agent to increase the vis¬ 
cosity of various solutions (Refs. 1 and 
2). The Panel surmises that increase in 
the viscostty of the diarrheal fluid and 
the possible adsorptive qualities might bo 
the rationale for inclusion in an antt- 
diarrhenl product. However, the Panel 
was unable to locate any studies sub¬ 
stantiating the effectiveness of carboxy- 
mcthylcellulose in the treatment of diar¬ 
rhea at any dose. 

Data Pertinent for Effectiveness 

The Panel finds sodium carboxy- 
methylcellulose safe in the amounts 
usually taken orally and would en¬ 
courage studies to determine effective¬ 
ness of a potentially useful antidiarrheal 
preparation. Effectiveness should be 
tested in well-controlled clinical trials 
comparing sodium carboxymethylcellu- 
lose with placebo. Comparison should 
also be made with a known effective anti¬ 
diarrheal. In addition, data are needed 
on mechanism (s) of action and dose- 
response relationship. (See paragraph I 
below for data pertinent for antidiar¬ 
rheal Ingredient evaluation.) 
i References 

(1 ) The Pharmacopeia of the United States 
of America, 18th Rev.. The United States 
Pharmacopeia! Convention, Iuc_ Washington, 
D-C-. p. 593-594. 1970. 

(2) Wilson. C. O . O. GUvold and R. F. 
Doerge. Textbook of Organic Medicinal and 
Pharmaceutical Chemistry. 5th Ed.. J. B. Llp- 
plncott. Co., Philadelphia, pp 789, 1066. 

(e) Labeling claims for specific ingre¬ 
dient—Bismuth subsalicylate. The Panel 
concludes that claims tliat bismuth pro¬ 
duces a protective coating that corrects 
the symptoms of upset stomach, indi¬ 
gestion and nausea are unfounded. The 
use of a single Ingredient for dual or 
multiple symptoms must be appropriate 
and rational therapy for a significant 
proportion of the population. In the case 
of bismuth subsalicylate, claims of ef¬ 
fectiveness for the treatment of a number 
of symptoms such as nausea, indigestion, 
upset stomach, etc., in addition to the 
primary claim as on antidiarrheal. may 
be rational provided the medication is 
proven to be effective against each symp¬ 
tom. and there is a significant target 
population having such concurrent 
symptoms to Justify its use. as for ex¬ 
ample. Individuals suffering from travel 
related symptoms such as those com. 
inoniy occurring in the “Turista** 
syndrome. 

DATA PERTINENT FOR EFFECTIVENESS 
EVALUATION 

Tiie Panel concurs with the conclu¬ 
sions of the OTC Antacid Panel In a pro¬ 
posal published in the Federal Register 
of April 5. 1973 <38 FR 8714) that such 
claims (nausea, indigestion, upset stom¬ 
ach, etc.) • • provide evidence of 
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effectiveness consisting of statistically 
valid clinical trials in relieving each of 
these symptoms for which a claim is 
made.** (See paragraph I below for data 
pertinent for antidiarrheal ingredient 
evaluation.) 

O. Products Containing Multiple 
Antidiarrheal Ingredients 

1. General Statements a. The P anel 
has followed the regulation (21 CFR 
330.10(a)<4><iv)> which states: 

An OTC drug may combine two or 
more safe and effective active Ingredients 
and may be generally recognized as safe 
and effective when each active ingredient 
makes a contribution to the claimed ef¬ 
fects) ; when combining of the active 
ingredients does not decrease the safety 
or effectiveness of any of the Individual 
active ingredients, and when the com¬ 
bination. when used under adequate di¬ 
rection for use. and warnings against 
unsafe use. provides rational concurrent 
therapy for a significant proportion of 
the target population. 

b. The Panel concludes that, in gen¬ 
eral. the fewer the ingredients, the safer 
and more rational the therapy. The Panel 
believes that the Interests of the con¬ 
sumer arc best served by exposing the 
user of OTC drugs to the fewest in¬ 
gredients possible at the lowest possible 
dosage regimen consistent with a satis¬ 
factory level of effectiveness. 

c. The Panel concludes that OTC drugs 
should contain only such inactive In¬ 
gredients as are necessary for pharma¬ 
ceutical formulation. 

2. Requirement of significant contribu¬ 
tion. The Panel has determined that each 
claimed active ingredient in the com¬ 
bination must make a significant con¬ 
tribution to the claimed effect. In the 
absence of data showing the minimum 
dose necessary to achieve the Intended 
antidiarrheal effect* the amount of in¬ 
gredient present in antidiarrheal prod¬ 
ucts must be at least equal to the cur¬ 
rently accepted minimum dose level for 
such active Ingredients as set forth else¬ 
where In this document. 

The Panel found it impossible to 
develop a formula for establishing a level 
below the minimum effective dose level 
for an ingredient as a single entity at 
which It could reliably be stated that 
each antidiarrheal ingredient would 
moke a contribution to a combination 
drug product. This may be possible with 
other agent* as antacid combination 
products where the contribution of each 
antacid can be determined by chemical 
titration. AntidiarrheaLs are believed to 
have a minimum effective dose below 
which there arc few measurable re¬ 
sponses. The Panel recognizes that it is 
possible that some ingredients may be 
proved to contribute to the effectiveness 
of a combination product in amounts 
below the generally recognized minimum 
effective daily dose. However, because of 
the numerous variables involved <e.g., 
differing modes of action, etc.), the Panel 
could not select one lower level of an 
active ingredient which may be assumed 
to be effective in a combination product. 

Moreover, the Panel could not estab¬ 


lish the percentage of contribution that 
an active Ingredient must make to the 
effectiveness of the product In order for 
that contribution to be considered 
“significant." 

The Panel concluded that where a 
combination product is permitted, as dis¬ 
cussed below, it is sufficient to demon¬ 
strate in well-controlled clinical trials 
(Section I below—Data Required for 
Antidiarrheal Ingredient Evaluation) 
that each of the ingredients makes a sta¬ 
tistically significant contribution to the 
claimed effect. As long as “statistical 
significance” is shown, the Panel con¬ 
cludes that a contribution toward anti- 
diarrheal effect will also have been shown 
to be clinically “significant." 

3. Safety and effectiveness . In its con¬ 
sideration of active ingredients the Panel 
reviewed the safety and effectiveness of 
all the combinations submitted. However, 
the Panel could not place any combina¬ 
tion reviewed in Category I because of a 
lack of sufficient information concerning 
the safety and/or effectiveness of such 
Ingredients as contained in the submitted 
combinations. 

The Panel considers It important that 
the minimum effective dose be estab¬ 
lished for each ingredient in a combina¬ 
tion product. 

4. Single active Ingredients. OTC 
drugs containing safe and effective single 
Ingredients are preferred to those hav¬ 
ing multiple active ingredients because 
of the reduced risks of toxic effects, 
synergistic effects, allergic and/or idio¬ 
syncratic reactions, and possible un¬ 
recognized and undesirable drug inter¬ 
action (s). 

It is an established medical principle 
to give only those medications, prefer¬ 
ably as single entitles, necessary for the 
safe and effective treatment of the pa¬ 
tient This principle, applies equally to 
self-medication. To add needlessly to 
the patient's medication Increases the 
risk of adverse reactions. 

5. Limitation of ingredients in anti¬ 
diarrhea! combination products. Given 
the paucity of effective antidiarrheal 
agents and the multiplicity of pathologic 
mechanisms causing common diarrhea, 
the Panel finds it difficult to define or 
restrict the total number of ingredients. 
However, in keeping with its conclusion 
that the fewer the ingredients the safer 
the combination. Category I combina¬ 
tions will be limited to 2 ingredients. 

6. Active ingredients not reviewed by 
the Panel. Each claimed active ingredi¬ 
ent must be an ingredient that has been 
reviewed by the Panel. If a product con¬ 
tains an active ingredient that has not 
been reviewed by the Panel and conse¬ 
quently not found In this document, 
such Ingredient is automatically clas¬ 
sified as a Category n ingredient, i.e.. It 
is not generally recognized as safe and/ 
or effective. Appropriate animal and 
human testing and prior approval by the 
Food and Drug Administration Is re¬ 
quired before a product containing such 
an Ingredient may be marketed. 

7. Review of submiffed combination 
products. The Panel considered only 
those combination products submitted 


pursuant to the notice published In the 
Federal Register of February 8. 1973 <38 
FR 3614) and included above In para¬ 
graph A. The Panel recognizes that other 
combination products may be In the 
market place but It has cither no knowl¬ 
edge of such products, or insufficient 
data with respect to such products to 
make a reasonable Judgment of safety 
and/or effectiveness. 

Accordingly, the Panel recommends 
that any new combination, or any pres¬ 
ently marketed combination not sub¬ 
mitted to this Panel be evaluated through 
the new drug procedures, or be the sub¬ 
ject of on appropriate petition to the 
Commissioner to review or amend the 
OTC antidiarrheal monograph. 

8. Combinations containing nonantt- 
diarrheal ingredients. Products combin¬ 
ing antidiarrheal ingredient (8) with 
other Ingredients having nonantidiar- 
rhcal pharmacologic effects are consid¬ 
ered irrational, unless it can be shown 
that there Is a significant target popula¬ 
tion requiring concurrent treatment of 
symptoms that require antidiarrheal(s) 
and nonantldiarrheal<8) in combination. 
The common symptoms of gastroenteri¬ 
tis would support the rationale of com¬ 
bining an antidiarrheal with an anti- 
emetic or an agent for the treatment of 
gastritis but no silch effective combina¬ 
tion has been found. 

Nonantidiarrhcal ingredient <s) may 
be present as inactive ingredients in 
antidiarrheal products as an aid to for¬ 
mulation or to palatabllity. However, the 
presence of such ingredient <s) must not 
be emphasized or identified as active In¬ 
gredients in the labeling or in the ad¬ 
vertisement of such product (s). 

9. Classification of submitted com¬ 
binations. Within the categories defined 
by the Panel the combinations submitted 
for review are classified as follows: 

Oral Dosage Forma 

Category t combinations 

None yet designated. 

Category II combinations 

a. Bismuth subsalicylate, phenyl salicylate 
(salol). and xlnc phenolaulfonate. 

b. Bismuth subsalicylate, precipitated cal¬ 
cium carbonate, and amlnoaccttc acid (gyl- 
cine, glyoocol). 

c. Kaolin, pectin, byoscyamlne sulfate, 
atropine sulfate, scopolamine (hyoecine) 
bvdrobromide, and powdered opium. 

d. Kaolin, pectin, hyoecyamlne sulfate, 
atropine sulfate, and scopolamine (byo- 
sclne) hydro bromide, 

e. Bismuth subnitrate, rhubarb fluidex- 
tract. potassium carbonate, and calcium hy¬ 
droxide. 

f. Activated attapulgtte. pectin, and hy¬ 
drated alumina powder. 

g. Paregoric, pectin, and kaolin. 

h. Kaolin, hydrated alumina powder, and 
pectin. 

1. Tincture of opium, bomatroplne methyl - 
bromldc. and pectin. 

Category III combinations 

a. Lactobacillus acidophil us and sodium 
car boxy metfa y Icell uloae. 

b. Lactobacillus acidophilus and locto- 
bacillus bulgarlcus. 

c. Activated nttapulglte and pectin. 

d. Kaolin and pectin. 

e. Tincture of opium and pectin. 

f. Kaolin and hydrated alumina powder. 
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RECTAL DOMCK FORMS 

Nod* yet 

10. Ingredients included in Category l 
combinations Since there are presently 
no acceptable Category I combinations 
the Panel Is setting forth guidelines 
whereby present and future Category I 
Ingredients may reasonably be consid¬ 
ered for a Category I combination. The 
Panel recommends: 

a. The combination be limited to 2 
Category I active anti diarrheal Ingre¬ 
dients. 

b. Each ingredient in the subject com¬ 
bination must be present within the dos¬ 
age range for u Category I antidiarrheal 
ingredient, as set forth elsewhere in Hits 
document. The Panel recommends that 
the Pood and Drug Administration des¬ 
ignate additional Category T antldlor- 
rheal agents as appropriate safety and 
efficacy data become available. 

c. The specific combination of ingre¬ 
dients must be an approved Category I 
combination. Since there are no Cate¬ 
gory I combinations presently desig¬ 
nated. the Panel recommends that the 
Pood and Drug Administration desig¬ 
nate such combinations as appropriate 
safety and efficacy data become 
available. 

11. Criteria for Category U com Wmi- 
tion products. A combination is classi¬ 
fied by the Panel as a Category n prod¬ 
uct. l.c.. one that is not generally recog¬ 
nised as safe and effective, if any of 
the following apply: 

a. The combination contains 3 or 
more active antldlarrheal ingredient*. 

b. The combination contains any in¬ 
gredient that is above the maximum dos¬ 
age set for such agent as l«*ted else¬ 
where In this document or in the future 
designated by the Pood and Drug Ad¬ 
ministration for an antldiarrheal agent. 

c. The combination contain* anv active 
antldlarrheal Ingredient that has not 
been reviewed by the Panel and accord¬ 
ingly not listed in this document or in 
the future designated by the Food and 
Drug Administration. 

12. Criteria for Category HI com¬ 
bination products. A combination is 
classified a* a Category II combination 
If any of the following apply: 

a. If any Category I ingredient 1* be¬ 
low the mlnmum dosage range set by 
the Panel elsewhere in this document 
for such respective Ingredient. 

b. If 1 or more ingredients) arc Cate¬ 
gory III Ingredients, as set forth else¬ 
where In this document for single active 
antldiarrheal ingredients. 

13. Reclassification requirements for 
Category III combinations to Category 
I combinations, a. For any Category III 
combination found in imragraph 9 
where one or both Ingredients fall below 
the minimum effective level ns set 
forth elsewhere in this document for 
such individual ingredients>. tests must 
be performed to substantiate the effec¬ 
tiveness of any such ingredient. The 
Panel recommends that such testing be 
pursued under the NDA procedures or 
petition to the Agency for appropriate 


modification of the monograph to per¬ 
mit such lower dosages. 

b. (1) Any combination that contains 
one or both ingredients in Category IH. 
as set forth elsewhere in this document, 
must be tested to satisfy Category I re¬ 
quirements for each such Ingredient. 

(2) Two Category I ingredients in a 
combination not found in paragraph 9 
must be petitioned to the Agency for 
an appropriate amendment to the mono¬ 
graph or proceed through the NDA pro¬ 
cedures. 

14. Combinations containing non - 
antidiarrheal ingredients. Products 
combining antldiarrheal Ingredients) 
with other ingredients having nonantl- 
dlarrheal pharmacologic effects are con¬ 
sidered irrational, unless it can be shown 
that there is a significant target popu¬ 
lation requiring concurrent treatment of 
symptoms that require antidlantieaHs) 
and nonantidiarrheaKs) in combine 
tlon. 

Nonantidiarrheal ingredients) may 
be present as inactive ingredients In anti- 
diarrheal product ns an aid to formula¬ 
tion or to palatabillty. However, the 
presence of such ingredients) must not 
be emphasized or identified as active 
ingredients in the labeling or in the ad¬ 
vertisement of such products). 

H. Inactive Ingredients 

When antldiarrheal products contain 
Inactive ingredients, the Panel recom¬ 
mends that the Inactive ingredients be 
listed on the label with or without the 
amounts contained in a recommended 
dose. The availability of sodium, potas¬ 
sium. and magnesium in the maximum 
recommended daily dose should be stated 
on the label. <8ee labeling discussion 
above for antldiarrheal products.) If 
significant amounts are present, special 
warnings on the label should be pro¬ 
vided fas indicated previously in this 
document) for patients with heart 
disease and renal disease or those on a 
low salt diet. 

L Data Pertinent for Antidlarriieal 

Ingredient Evaluation 

The Panel has given considerable 
thought to the problem of demonstrating 
that an antidiarrheal is safe and effec¬ 
tive. When a drug is available for wide¬ 
spread use. as in OTC products, its safety 
and effectiveness must be well docu¬ 
mented by toxicological data, data on 
the absorption, distribution, fate and 
excretion of the drug, the pharma¬ 
cological effects of the drug, and the 
mechanism of action. The drug should 
also meet certain effectiveness stand¬ 
ards. 

The Panel recommends that informa¬ 
tion such as the following be obtained 
in the categories of data when relevant 
nnd pertinent to the drug under study: 
Toxicological data, absorption, distribu¬ 
tion. fate, nnd excretion (ADFE) data, 
mechanism of action. The drug should 
standards. 

1. Toxicological data. A variety of toxi¬ 
cological data can be obtained to dem¬ 
onstrate that an antldiarrheal Is safe. 


Manufacturers are not expected to ob¬ 
tain all of the following data, but are 
expected to obtain those data relevant to 
the unanswered questions.regarding the 
safety of their products. The Panel 
recommends that data such as the fol¬ 
lowing be obtained in animal studies and 
in clinical studies in man. Certain data 
on human subjects, such as lethal doses 
and chronic toxicity, will be available 
only from poison control centers, hos¬ 
pitals, medical centers, or medical ex¬ 
aminers. However, the Panel considers 
such data important and attempts 
should be made to obtain them. 

<a> Preclinical animal studies. (1) The 
oral LX>^ established In no less than two 
animal species. 

(2) Determinations of histologic and 
biochemical alterations in animals given 
lethal doses acutely or low doses chron¬ 
ically. 

<3) Studies of teratogenicity and 
embryolcthality. Studies of effects on 
fertility, delivery, and n using offspring 
may also be Indicated. 

<b> Clinical studies. (1) Biochemical 
tests of liver and renal function and 
measurement of serum electrolytes after 
a therapeutic dose. 

<2> Chronic toxicity studies in man. 
especially in relation to altered function 
and cytologic* 1 changes of the mucosa 
of the Intestinal tract of man. 

I3> Adverse drug reactions should be 
well documented. Substantial effort 
should be made to have physicians docu¬ 
ment side effects, especially those of a 
serious nature as indicated. 

(4) Minimal lethal dose by single oral 
Ingestion and In divided doses when such 
data are available from accidental or 
deliberate overdosing. 

(5) Maximal tolerated dose from sin¬ 
gle oral ingestion, or divided multiple 
oral ingestions, when such data are 
available from accidental or deliberate 
overdosing. 

2. Absorption, distribution , /ale . and 
excretion (ADFE) as determined by cur¬ 
rently accepted methods. Since ADFE 
bears directly on the safety of drugs and 
occasionally on the mechanism of action 
of anUdlorrhcals, appropriate data 
should be provided for all active ingre¬ 
dient* and their active metabolic prod¬ 
ucts. The methods for obtaining these 
data are established and are not differ¬ 
ent from those used In the study of 
ADFE of oltnr drugs. Data such as the 
following wonld provide sufficient infor¬ 
mation regarding ADFE. Manufacturers 
are not expected to obtain all of the fol¬ 
lowing data, but arc expected to obtain 
those data relevant to the unanswered 
questions* regarding ADFE of Ui.lr 
products: 

a. The percentages of various oral 
doses of the drug which are absorbed 
In man. 

b. The percentages of various oral 
doses of the drug which are excreted in 
the urine in man. 

c. The percentages of various oral 
doses of the drug which arc excreted in 
breast milk. 

d. The metabolic fate in man of 
absorbed but uncxcrctcd drug. 
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e. The fate of uiiateorbcd drug In 
man. 

f. The net bioavallabillty of the drug 
In man. 

g. The Ingredients and metabolic 
products associated with fecally excreted 
drug and/or its unabsorbed intraluminal 
biotransformation products. 

h. The ingredients and metabolic 
products associated with renally excreted 
drug and/or its renally excreted bio- 
transformation product. 

3. Effects. The Panel recognizes that 
the mechanism of action of many safe 
and effective drugs is unknown. Never¬ 
theless, data should be provided which 
serve to elucidate the pharmacologic ef¬ 
fects of ontidiarrhcals. For example, if 
they are claimed to be adsorptive agents, 
adsorption must be documented. If the 
claim is based upon the effects of an 
anticholinergic action on motility, ap¬ 
propriate methods should be used that 
will demonstrate the effects of the agent 
on intestinal or colonic motility. In ad¬ 
dition. it Is recommended that data such 
as the following be obtained. Manu¬ 
facturers are not expected to obtain all 
of these data, but arc expected to obtain 
those data relevant to the unanswered 
questions regarding the mode of action 
of their products: 

a. Effects of oral drug on jejunal se¬ 
cretion and the flux of ions and water at 
the levels of jejunum. Ileum, proximal 
and distal colon. 

b. Effects of the oral drug on the ab¬ 
sorption of actively transported ions, 
sugars, and amino acids. 

c. Effects of the oral drug on the ab¬ 
sorption of carbohydrate, protein, lipids 
and fat-soluble vitamins. 

d. Effects of the oral drug on the 
absorption of other drugs. 

e. Effects of the oral drug on secretion 
of gastrointestinal enzymes and hor¬ 
mones. 

f. Effects on Intestinal smooth muscle 
such as contractility and electromyo¬ 
graphic changes. 

4. Effectiveness standards. The effec¬ 
tiveness of antldlarrheal agents can be 
tested using patients with diarrheal dis¬ 
orders as occur in travel and commonly 
referred to as “Turtsta", or in institu¬ 
tionalized patients where periodic epi¬ 
demic mild diarrhea may occur, or in 
outpatient clinics and pharmacies where 
pediatric and adult patients are fre¬ 
quently seen with diarrheal problems and 
In specific situations such as radiation 
diarrhea. Although antldiarrhcal agents 
can be tested in both human and animal 
models where diarrhen has been induced, 
Le., cholera model, the Panel questions 
the relevance of these to human disease 
states as related to nonspecific common 
diarrhea. Antidiarrheals may be of 
a number of different types. When the 
antldlarrheal product contains more 
than one active ingredient, the double¬ 
blind. Latin square, design is particularly 
suited for testing the effectiveness of in¬ 
dividual Ingredients as well as comparing 
their effect against that of rlaccbo. When 
it is impossible or impractical to devise 
an acceptable placebo, the antldlarrheal 
ingredient may be compared with an¬ 


other acceptable agent and studied In 
parallel groups. When experimental 
models of induced diarrhea are used, 
each subject can serve as his own con¬ 
trol. but the period of study should be 
sufficiently long to clearly demonstrate 
differences. 

Specific parameters that can be meas¬ 
ured quantitatively to determine the 
effectiveness of an antldiarrhcal agent 
include many of those used for deter¬ 
mining the effectivenes of a laxative 
agent. For an antldlarrheal agent, the 
following parameters would be consid¬ 
ered appropriate for assessing the effec¬ 
tiveness of the agent. Manufacturers are 
not expected to obtain all of the following 
data, but are expected to obtain those 
data relevant to the unanswered ques¬ 
tions regarding the effectiveness of their 
products: 

a. Frequency. The Panel recognizes 
that frequency of stool evacuation Is quite 
variable among normal, healthy individ¬ 
uals and may range from three bowel 
movements per day to three per week. 
Frequency should be expressed in num¬ 
ber of evacuations per unit time such as 
24 hours or per week, etc. 

b. Volume. The volume of stool evacu¬ 
ated during a unit time period is easy 
to determine and is usually expressed 
in milliliters or cubic centimeters per 24 
hours or other time period. Average nor¬ 
mal is 150 ml/24 hours. 

c. Weight . Weight of stool is expressed 
in grams per 24 hours or other unit time 
period. Weight Is independent of con¬ 
sistency and important in determining 
the effectiveness of antldlarrheals. Aver¬ 
age normal is 110 to 130 grams per 24 
hours. 

d. Water content . Water content of the 
feces Is usually expressed os percent 
water. Excess water excretion is the hall¬ 
mark of diarrhea and important in eval¬ 
uating the effectiveness of antldiarrheals. 
Average normal is 60 to 35 percent. Since 
hydrophilic agents may decrease stool 
frequency and percent water content but 
actually Increase the daily excretion of 
water and electrolytes, the combined in¬ 
formation is particularly relevant to the 
effect of antldlarrheal in young children. 

Because of the large variation in the 
water content of normal stools, meas¬ 
urement on stool water content for each 
subject before, during and after treat¬ 
ment become very important. 

e. Consistency. Consistency should be 
evaluated in some objective manner in 
addition to the subject's sensation of 
ease of passage or the observer s descrip¬ 
tion of the stool as liquid, soft, hard, etc. 
Since major changes in the consistency 
of stool (and other materials) may occur 
with little change in either percent water 
or total stool weight, the Panel recom¬ 
mends a quantitative determination of 


mu 


consistency. There arc few rheologic 
studies of colonic content (Refs. 1 and 
2) but instrumentation used to quanti¬ 
tate the consistency of compounds, such 
as bread doughs, various pastes, and soils 
might be appropriate. If a tube viscom¬ 
eter Is used, consistency Is expressed in 
terms of shear rate and if a penetrometer 
is used, consistency Is expressed in terms 
of kilogram per square centimeter. 

f. Fecal solids. Fecal solids are usually 
expressed in grams per 24 hours. Aver¬ 
age normal is 25 grains/24 hours. 

g. Bulk density . Bulk density is 
expressed as unit weight per unit volume, 
usually grams per cubic centimeter, and 
is determined by drying a known volume 
to a constant weight at 105' C. Bulk 
density is an important parameter in de¬ 
termining the effectiveness of bulk-form¬ 
ing laxatives. Average normal is 0.15 to 

O. 18 gm/cc. 

h. Transit time . Transit time may be 
expressed by either the “time method" 
or the “distance method" by use of non¬ 
absorbable markers such as polyethylene 
glycol, nonabsorbable color dyes such as 
carmine, and nonabsorbable radioactive 
materials such as chromium. In addi¬ 
tion, inert colored plastic beads have 
been used as a marker to determine tran¬ 
sit time. The use of some markers, such 
as carmine dye. is associated with con¬ 
siderable “streaming" and should be 
taken into account when markers are 
used to separate treatment periods. Aver¬ 
age normal is 40 to 60 hours for com¬ 
plete transit of the digestive tract. 

i. Fecal excretion rate. Fecal excretion 
rate is expressed in weight per unit time, 
usually grams per hour. Average normal 
fecnl excretion rate is 6 grams per hour. 

J. Stool electrolytes . bile salts , etc . 
Feces contain a number of substances 
that might be appropriate to measure in 
evaluating antidiarrheal agents. Stool 
electrolytes, particularly sodium, potas¬ 
sium and chloride, may be markedly al¬ 
tered by diarrhea and losses may be ac¬ 
tually increased by antldlarrheals such 
as hydrophilic agents. 

REFERENCES 
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P. 8. Lykoudl*. "Biorheologleal Aspect* of 
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erations,** Biorheology. 10:431-440. 1973. 
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III. ANTIEMETICS 

Pursuant to the notice published in the 
Federal Register of February 8. 1973 (38 
FR 3614) requesting the submission of 
data and information on OTC ontlemctlc 
drugs, the following firms made submis¬ 
sions relating to the indicated products: 


A. Data and Information Submissions 

UAHKFTKD ItOOVCTB 


Pfizer Pharmaceuticals, New York. NY 10017. 
William H. Rorer, Inc., Fort Washington. PA 
19034- _ 

Searle Laboratories. Chicago. IL 60600- 

Norwich Pharmaceutical Co.. Norwich. NY 
13815. 


Boot she. 

Emctrol. 

Dramamtne. Dr am amine Liquid. 
Pepto-Btsmol Liquid, Pepto-Blwnol Tablets, 
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B. The Labeled Ingredients Contained in 
Submitted Products 

Amlnoaeetlc acid (glycine, glycocol) 

Bismuth subsalicylate 
Dimenhydrinate 
Meclizine hydrochloride 
Ortbopbospborlc acid 
Phenylsallcylate (salol) 

Sugar (invert) 

Zinc pbenolsuironite 

The Panel also undertook a review of the 
following: Cyclteine hydrochloride. 

C. Emesis and the Use or OTC 
Antiemetics 

Severe nausea, and the realization that 
one is about to vomit. Is one of the more 
dreadful condition* suffered by man. Mo¬ 
tion sickness accompanied by nausea and 
vomiting is not unusual and may be pre¬ 
vented effectively by a number of anti- 
hLst&mine-ilke drugs available In OTC 
antiemetlc products. Motion sickness oc¬ 
curs when visual and vestibular stimuli 
are not in accord, particularly when the 
head rotates In two axes simultaneously. 
Some Individuals are more resistant to 
motion sickness than others, but none is 
immune. Travel aboard ship, in airplanes, 
or even In automobiles may induce mo¬ 
tion sickness. OTC antiemelics are also 
needed for other causes of nausea and 
vomiting as in patients undergoing chem¬ 
otherapy or radiation therapy for malig¬ 
nancy. and episodic vomiting of child¬ 
hood. 

D. Classification of Active Ingredients 

The Panel reviewed all active Ingredi¬ 
ents which were the subject of submis¬ 
sions made to the Panel pursuant to the 
standards for safety, effectiveness, and 
truthful labeling. 

In accordance with the regulation (21 
CFR 330.10). the Panel’s findings with 
respect to these Ingredients are set forth 
in three categories: 

l. Conditions under which antiemetlc 
products are generally recognized as safe 
and effective and are not misbranded. 

n. Conditions under which antiemetlc 
products are not generally recognized as 
safe and effective or are misbranded. 

m. Conditions for which the available 
data are insufficient to permit final clas¬ 
sification at this time. 

The Panel recommends for each class 
of drugs: 

1. That the monograph (Category I) be 
effective 30 days after the date of pub¬ 
lication of the final monograph In the 
Federal Register. 

2. That the conditions excluded from 
the monograph on the basis of the 
Pond’s determination that they would 
result in the drug not being generally 
recognized as safe and effective or would 
result in misbranding (Category ID be 
eliminated from OTC drug products ef¬ 
fective 6 months after the date of pub¬ 
lication of the final monograph in the 
Federal Register, regardless whether 
further testing is undertaken to Justify 
their future use. 

3. That the conditions excluded from 
the monograph on the bads of the Panel's 
determination that the available data are 
insufficient to classify such conditions 
either as generally recognized as safe and 


effective and not misbranded or as not 
being generally recognized as safe and 
effective or would result in misbranding 
(Category III) be permitted to remain in 
use for 2 years lifter the date of publica¬ 
tion of the final monograph in the Fed¬ 
eral Register, if the manufacturer or 
distributor of any such drug utilizing 
such conditions In the interim conducts 
tests and studies adequate and appro¬ 
priate to satisfy the questions raised with 
respect to the particular condition by 
the Panel. 

E. Review of Active Ingredients 

All active Ingredients which were the 
subject of submissions made to the Panel 
were carefully reviewed. The Panel con¬ 
sidered all pertinent data and informa¬ 
tion available to the Panel in arriving at 
its conclusions and recommendations. 

1. Conditions under which antiemetic 
products are generally recognized as safe 
and effective and are not misbranded . 
The following antiemetlc ingredients 
were classified ns safe and effective and 
not misbranded: 

Bknziitd«ti Piperazine Anttiiiotamine* 

Cyclizine 

Meclizine 

Dimenhtdrinate 

(a) Benzhydryl piperazine antihista¬ 
mines —(1) Cyclizine and Meclizine. The 
Panel concludes that cyclizine and mec¬ 
lizine are safe and effective in the 
amounts taken orally (meclizine, for 
adults 25 to 50 milligrams once daily; 
and cyclizine. 50 milligrams up to 4 times 
daily and for children 6 to 12 years 25 
mg up to 3 times daily) In antiemetic 
products for the treatment of nausea 
and vomiting of motion sickness. 

Meclizine Is a member of the benzhy¬ 
dryl piperazine group of antihistamine 
compounds which also Includes cyclizine. 
Chemically, these compounds differ from 
other antihistamines In that the alkyl- 
amino group exists as a ring structure. 

An extensive literature Is available to 
support the conclusion that meclizine is 
effective and safe In the management of 
motion sickness (Refs. 1 through 5). The 
drug has a relatively long duration of 
action and is reported to afford 24-hour 
protection against the symptoms of mo¬ 
tion sickness (Refs. 3 and 4). 

Meclizine Is relatively free of side ef¬ 
fects when administered in therapeutic 
doses, although sedation (drowsiness) 
sometimes occurs and may be trouble¬ 
some in those persons who drive auto¬ 
mobiles or operate other machinery. Con¬ 
tainers of OTC meclizine tablets are 
labeled to warn of this potential hazard. 

In I960, the Food and Drug Adminis¬ 
tration acting on the recommendation 
of an Ad Hoc Advisory Committee, re¬ 
quired relabeling of the OTC products 
containing meclizine and cyclizine to in¬ 
clude tlie following warning: 

Not for ure by women who are pregnant 
or who may become* pregnant, unless directed 
by a physician, since this drug may have 
the potentiality of injuring the unborn child. 

This labeling warning was prompted 
by concern that the drug may have ter¬ 
atogenic or embryolethal potential. The 


Panel has carefully reviewed more re¬ 
cent epidemiological data, the previous 
report of the FDA Ad Hoc Advisory Com¬ 
mittee. and the position of the American 
Teratology Society regarding the limita¬ 
tions of extrapolating animal data to 
man <Ref. 6). The Panel concluded that 
the scientific data do not warrant a need 
to restrict the use of meclizine or cycli¬ 
zine or require the labeling to include a 
pregnancy warning, but revaluation 
m y be needed os additional data be¬ 
come available. 

The Panel reviewed data on 50,282 
pregnnnt women of which 1.014 hod used 
meclizine during the early stages of 
pregnancy. Data showed that the Inci¬ 
dence of malformation of the offspring of 
the 1,014 women was not statistically In¬ 
creased over that of the other 49,263 
pregnant women not using meclizine, but 
who had used other drugs during preg¬ 
nancy. Further, the Panel had Indirect 
evidence that meclizine is not embryo- 
cldal and that the incidence of specific 
teratogenicity <e.g., cleft palate) was 
actually less in the data compiled from 
the use of meclizine in human pregnan¬ 
cies than that which might have been ex¬ 
pected from the previous underlying ani¬ 
mal studies which had led to the preg¬ 
nancy warning (Ref. 7). 

LAEEUNO 

A claim should be made only for the 
effectiveness of bcnzydryl piperazine 
group In the treatment of nausea and 
vomiting due to motion sickness. Claims 
for effectiveness for the treatment of 
nausea and vomiting of other causes have 
not been proven. The label should carry 
the warning that this drug can produce 
drowsiness and persons taking it should 
be cautioned regarding driving auto¬ 
mobiles or operating heavy machinery or 
equipment. Specific warnings should also 
cite its anticholinergic action and pa¬ 
tients with glaucoma or enlargement of 
the proslrnte gland should be cautioned 
regarding taking this OTC product other 
than under the direction of a physician. 
For cyclizines the label should also con¬ 
tain the following warning; 

Do not give to children under 8 years of 
age except under the advice and supervision 
of a physician. 

For meclizine, the label should also 
contain the following warning: 

Do not give to children under 12 yean of 
age except under the advice and supervision 
of a physician. 
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Some Drags In Smrtdtnm. - Journal of 
Pharmacology and Experimental Therapeu¬ 
tics. 103 C3 79. 1963. 
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Dahl. "Prevention of AInrfcJtncas with Me¬ 
probamate.- Journal of the American Medi¬ 
cal Association, 181:283-284. 1902. 

(0) Staple* R K.. -Teratogena and the 
Delaney Clause.** Science. 185:813-614. 1974. 

(7) Shapiro, 8„ Boston Children** Medical 
Center. Testimony Before OTC Laaatlve. 
AntkUarrheal. Emetic, and. AnUemetlc Panel. 
October II. 1074. 

(b) Other active ingredient — Dimen - 
hydrinate. The Panel concludes that 50 
to 100 milligrams dlmenhydrlnatc is safe 
and effective In the amounts usually 
taken orally in antiemetic products (200 
mg to 400 mg daily in 4 divided doses) 
for the treatment of nausea and vomiting 
associated with motion sickness. The 
dosage for children 2 to 5 years of age is 
12J> to 25 mg up to 3 times daily and for 
children 6 years and over 25 to 50 mg up 
to 3 times daily. 

Dimcnhydrinate Is the 8-chlorotheo- 
phyllin salt of the antihistamine diphen¬ 
hydramine. Since introduction in 1049. 
the effectiveness of dimcnhydrinate 
against seasickness and airsickness has 
been repeatedly demonstrated. Dimen - 
hydrinate Is relatively free of side effects 
when administered in recommended 
doses, although drowsiness sometimes 
occurs and may prove troublesome in 
individuals driving an automobile or op¬ 
erating other types of machinery. 

LABELiNQ 

A claim should be made only for the 
effectiveness of dimcnhydrinate in the 
treatment of nausea and vomiting due 
to motion sickness. The Panel is unaware 
of the existence of acceptable scientific 
data relating to claims for effectiveness 
in the treatment of nausea and vomiting 
from other causes. Such additional 
claims have not been proven. 

The label should carry the warning 
that this drug can produce drowsiness 
and persons taking it should be cautioned 
regarding driving automobiles or oper¬ 
ating heavy machinery or equipment. 
Specific warnings should also cite its an¬ 
ticholinergic action and patients with 
glaucoma or enlargement of the prostate 
gland should be cautioned regarding tak¬ 
ing this OTC product other than under 
the direction of a physician. 

RorirNcra 

(1) day. L. N. and P. K. Carllncr. "The 
Prevention and Treatment of Motion Slek- 
ncM J. Seasickness," Science. 109:359, 1919. 

(2) Chinn. H. I. and P. K. Smith. "Motion 
Sickness," Pharmacological Ho view* 7:33 -82. 
1955. 

2. Conditions under which antiemetic 
products are not generally recognized as 
safe and effective or are misbranded . 
The Panel found that there was no sci¬ 
entific or even sound theoretical basis 
for claimed effectiveness of a number 
of ingredients used in OTC anti emetic 
products. The Panel concludes that it is 
misleading to make claims regarding 
multiple indications for use of single in¬ 
gredients when no evidence exists to 
support such claims. 

The Panel further concludes that the 


following ingredient, should be removed 
from the market as an anti emetic agent 
unless and until further scientific test¬ 
ing supports its use: 

litoxTiDtJAi. Acmnr IxcKrontJcr 
Amlnoacetlc acid (glycine, glycocol) 

(a) Individual active ingredient —(!) 
Aminoacctic acid (glycine . giycocol >. The 
Panel concludes that amlnoacetlc acid 
is safe in the amounts usually taken 
orally in antidlarrheal products, but 
there Is no evidence to support Its ef¬ 
fectiveness as an antiemette agent. 

The Panel can find no evidence to sup¬ 
port the claim that glycine (identified 
in the Antacid Monograph) alone or in 
combination Is an effective antlometic 
or antinauseant The claim that glycine 
Is effective for the relief of “nausea," 
“indigestion/* “gas/* “fullness.** “bloat¬ 
ing.- “pressure,- and “upset stomach" is 
not supported by any carefully con¬ 
trolled clinical studies. Since hyperacid¬ 
ity is not a known cause of vomiting 
there is no sound theoretical or scientific 
basis to Indicate that the addition of 
glycine to antiemetics would offer relief 
of the Indicated symptoms. 

3. Conditions lor which the available 
data are insufficient to permit final clas¬ 
sification at this time . The Panel con¬ 
cludes that adequate and reliable scien¬ 
tific evidence is not available at this 
time to permit final classification of the 
active ingredients listed below: 

Bismuth uibullcyhte 
Phenyl salicylate (salol) 

Pho&pberated carbohydrate 
Zina phenolsulfonate 

The Panel believes It reasonable to al¬ 
low 2 years for the development and re¬ 
view of such evidence. Marketing need 
not cease during this time if adequate 
testing is undertaken. If data regarding 
adequate effectiveness and safety are not 
obtained within 2 years, however, the 
ingredients listed in this category should 
no longer be marketed as active ingredi¬ 
ents in over-the-counter products but 
may be permitted as inactive ingredients 
if the amount employed is necessary for 
the pharmaceutical formulation of the 
product. Some ingredients may be pres¬ 
ent in products in quantities which are 
pharmacologically Inactive by virtue of 
being subdinical doses. In these cases the 
ingredients may be included for pharma¬ 
ceutical necessity such as improving the 
stability or paiatability of the product. 
However, It is the opinion of the Panel 
that if an ingredient was originally 
claimed by the sponsor to be active, it 
cannot then also be claimed inactive and 
included for formulation purposes unless 
the following are documented: The ab¬ 
solute necessity for inclusion in the phar¬ 
maceutical formulation, the safety of the 
quantity in the finished product, and the 
inactivity of the quantity in the finished 
product. 

The Panel has given careful considera¬ 
tion to the types of studies and types of 
data to be required for removing a 
claimed active antiemctic ingredient 
from Category in and placing it in Cate¬ 
gory I. See data required below for anti¬ 
emetic ingredient evaluation. In genera). 


to demonstrate effectiveness, the design 
of the study should have a sound scien¬ 
tific basis <e.g.. a randomized, double- 
blind, cross-over study comparing 
claimed active ingredients to placebo). 
the clinical trial should be carefully con¬ 
trolled (e.g., consideration given to selec¬ 
tion of subjects representative of general 
population as well as diet, activity, tra¬ 
vel. etc. of subjects being studied), and 
quantitative measurement of various 
parameters appropriate for the claimed 
effects of the ingredient. To demonstrate 
safety, appropriate toxicological studies 
in experimental animals (preferably 
primate) and man are required as out¬ 
lined elsewhere. 

(a) Bismuth subsalicylate. The Panel 
concludes that bismuth subsalicylate is 
safe in the amounts usually taken (1 to 
4 grams) orally. However, the Panel con¬ 
cludes that there is insufficient evidence 
to establish effectiveness of bismuth sub¬ 
salicylate as an anticineUe. 

Evidence available to the Panel indi¬ 
cates that emesis in dogs induced by 15 
ml of ipecac syrup can be controlled ef¬ 
fectively by pretrealmcnt with 0.35 gm/ 
kg of bismuth subsalicylate in a liquid 
preparation (Ref. I). In human subjects. 
1 ounce of a bismuth preparation was no 
belter than 1 ounce of water in prevent¬ 
ing emesis which had been induced by a 
dose of 15 ml of ipecac syrup. 

Studies evaluating the effectiveness of 
bismuth compounds for “upset stomach*’ 
or “nausea" suffer from the vague defi¬ 
nitions of th?se complaints. Bismuth 
compounds appear to control the uncom¬ 
fortable feelings accompanying low doses 
of Ipecac syrup, but whether pretreat¬ 
ment with bismuth (subsalicylate) fol¬ 
lowed by ipecac Is an appropriate model 
for the consumers “upset stomach** is 
debatable. It Is difficult to postulate any 
effect of any drug on distention symp¬ 
toms Induced by overeating, unless it af¬ 
fects gastric emptying time, the tone of 
the stomach wall or introgastric pres¬ 
sure. However, bismuth subsalicylate has 
been promoted for use to treat symptoms 
such as “Indigestion". “gas". “full sto¬ 
mach". etc. The Panel concurs with the 
Commissioner of Food and Drugs when 
he noted In the tentative final order 
establishing the Antacid monograph 
published in the Federal Register of 
November 12. 1973 (38 FR 31260*. that 
some of these symptoms are vague, and 
most are poorly understood (Ref. 2). 

LABELING 

Special labeling should indicate that 
stools may become dark with use of any 
bismuth compound. 

DATE I'ERIINKNT FOR EFFECTIVENESS 

Bismuth Is not promoted as an anti- 
motion sickness agent, thus, motion sick¬ 
ness models would not be appropriate for 
this agent 

Vomiting induced by the oral adminis¬ 
tration of ipecac, pepper sauce, mus¬ 
tard, or potassium chloride are sug¬ 
gested models for the claim of anUemesis 
The Investigator using these models 
should ensure that patients not be pre¬ 
treated with bismuth. 
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A model must be developed that ap¬ 
proximates the upper gastrointestinal 
symptoms produced by food intolerance, 
and it must produce these sensations 
with some reliability and measure of ob¬ 
jectivity. The Panel is unable to define 
such claims os “upset stomach/* and 
•‘distention’'. Accordingly, the Panel can¬ 
not appropriately suggest a model to test 
the effectiveness of bismuth for such 
claims. 

The Panel concurs with the conclu¬ 
sions of the OTC antacid Panel set forth 
in the proposal published in the Federal 
Register of April 5. 1973 <38 FR 8714) 
that such claims provide evidence of ef¬ 
fectiveness. The evidence should consist 
of statistically valid clinical trials to 
support each of the respective claims. 
(See paragraph O below for data perti¬ 
nent for antiemetic ingredient evalua¬ 
tion.) 

ftErni»ffcjca 

(1) OTC Volume 090123» 

(2) ‘Tentative Final Order for Antacid 
Products." publish 9d In the Federal Racism 
of November 12. 1973 (38 Fit 31260). 

(b) Phenyl salicylate (salol) . The Panel 
concludes that salol is safe in the 
amounts usually taken orally In OTC 
products, but there Is no evidence to 
support its effectiveness as an antiemetic 
agent. 

The Panel can And no evidence to sup¬ 
port the claim that salcl alone or in 
combination Is an effective antiemetic or 
antlnauscant. The claim that phenyl sal¬ 
icylate is effective for the relief of 
“nausea." “indigestion." **gas." “full¬ 
ness/* “bloating/’ “pressure.” and “upset 
stomach” is not supported by any care¬ 
fully controlled clinical studies. 

DATA PERTINENT FOR EFFECTIVENESS 

Well-controlled, double-blind clinical 
trials are needed to compare the anti- 
emetic effect of phenylsallcylate. atone 
and if desired In combination, as com¬ 
pared with placebo and with an effective 
antiemetic. Documentation is needed of 
the blood salicylate levels 1 hour after 
ingestion. The response should be evalu¬ 
ated by objective changes In frequency 
of vomiting. Careful experimental design, 
definition of terms and matching of sub¬ 
jects is needed to assess the effect on 
subject complaints of malaise and nau¬ 
sea. (See paragraph O b?low for data 
pertinent for antiemetic Ingredient 
evaluation.) 

(c) Phosphorated carbohydrate <lcvu- 
lose-dcxtrose-ortho-phosphoric acid >. 
The Panel concludes that phosphorated 
carbohydrate Is safe in the amounts usu¬ 
ally taken (8 to 18 grams) orally. How¬ 
ever. the Panel concludes that there is 
insufficient evidence to establish effec¬ 
tiveness of phosphorated carbohydrate 
as an anUnauscant-nntiemetic. 

Phosphorated carbohydrate prepara¬ 
tion consists of a solution containing in¬ 
vert sugar (a mixture of equimolar 
amounts of lcvulose and dextrose ob¬ 
tained by hydrolysis of sucrose) and 
phosphoric acid which Is used to adjust 
the pH of the solution to a range of 
1.5 to 1.6. 


A mechanism that has been cited In 
support of the belief that a carbohydrate- 
phosphoric acid mixture relieves nausea 
and vomiting is its potential to inhibit 
gastric emptying as a consequence of 
inhibition of gastric peristalsis and a re¬ 
duction in gastric tone. It has been re¬ 
ported that the high osmotic pressure 
exerted by concentrated solutions of 
simple sugars (monosaccharides) Inhib¬ 
its gastric emptying through an action 
on duodenal osmoreceptors which are 
sensitive to high osmotic pressures (Ref. 
1). However, a positive correlation be¬ 
tween an increase in gastric emptying 
time and relief of nausea and vomiting 
has not been established. 

Only a few clinical studies have been 
reported on the use of a carbohydrate- 
phosphoric acid preparation for the man¬ 
agement of nausea and vomiting. Most 
of these were either uncontrolled or 
partially controlled investigations (Refs. 
2 through 4). In the only double-blind 
clinical investigation, the study was 
poorly designed (Ref. 5). 

DATA PERTINENT FOR EFFECTIVENESS 

The Panel concludes that well-con¬ 
trolled, properly designed clinical studies 
are needed to establish the effectiveness 
of the carbohydrate-phosphoric acid 
solution for the control of nausea or 
vomiting. (See paragraph G below for 
data pertinent for anti-emetic Ingre¬ 
dient evaluation. > 

RKmtNCXfl 

(1) Van Llcre, B. J., D. W. Norr.hnip and 
J. C. Stlckney. "The Effect of Olucoae on the 
Mobility of the Stomach and Small Intes¬ 
tine," Oastroenterology. 7:218-223. 1946. 

(2) Bradley, J. E, L. Proutt. K. R Shipley 
and R. H. Oster, "An Evaluation of Carbo¬ 
hydrate-Phosphoric Acid Solution In the 
Management of Vomiting", Journal of Pedi¬ 
atric*. 38:41-44. 1961. 

(3) Crunden. A. B. Jr. and W. A. Davl*. 
"The Oral Use of a Phosphorated Carbohy¬ 
drate Solution In Nauaea and Vomiting of 
Pregnancy," American Journal of Obstetric* 
and Oynecology, 65:311-813, 1053. 

(4) Tcbrock. H. E. and M. M PLsher. 
"Nausea nd Vomiting: Evaluation of an 
Orally Administered Phosphorated Carbohy¬ 
drate Solution." Medical Timet*, 82 : 271-279* 
1954. 

(5) Agerty # H. A.. "A Phosphorated Carbo¬ 
hydrate Solution for the Prevention of Mo¬ 
tion Sickness." Adult and Child. 1:60. 1069. 

(d) Zinc phenolsulfonate . The Panel 
concludes thAt vine phenobulfonate is 
safe In amounts usually taken orally In 
OTC products, but there is no evidence 
to support its effectiveness as an anti- 
emetic agent. 

The Panel can And no evidence to sup¬ 
port the claim that zinc phenolsulfonate 
alone or in combination in OTC products 
is on effective antiemetic or antlnau- 
seant. The claim that zinc phcnolsulfo- 
nate is effective for the relief of “nausea,” 
“indigestion/* “gas.” “fullness.” • bloat¬ 
ing/’ “pressure/* and “upset stomach” is 
not supported by any carefully controlled 
clinical studies. 

DATA PERTINENT FOR EFFECTIVENESS 

Well-controlled, double-blind clinical 
trials are needed to compare the anti¬ 


emetic effect of zinc phenolsulfonate. 
alone and if desired in combination, as 
compared with placebo and with an ef¬ 
fective antiemetic. The response should 
be evaluated by objective changes in fre¬ 
quency of vomiting. Careful experimen¬ 
tal design, definition of terms, and 
matching of subjects is needed to assess 
the effect on subject complaints of mal¬ 
aise and nausea. (See paragraph O 
below for data pertinent for anilcmetic 
Ingredient evaluation.) 

F. Products Containing Multiple 
Antiemetic Ingredients 

1. General statements, a. The Panel 
noted the regulation (21 CFR 330.10(a) 
(4)(iv)) which states: “An OTC drug 
may combine two or more safe and effec¬ 
tive active ingredients and may be gen¬ 
erally recognized as safe and effective 
when each active ingredient makes a 
contribution to the claimed effect(a); 
when combining of the active ingredients 
does not decrease the safety or effective¬ 
ness of any of the individual active in¬ 
gredients. and when the combination, 
when used under adequate direction for 
use, and warnings against unsafe use, 
provides rational concurrent therapy for 
a significant proportion of the target 
population.” 

b. The Panel concludes that, in gen¬ 
eral. the fewer the Ingredients, the safer 
and more rational the therapy. The 
Panel believes that the interests of the 
consumer are best served by exposing 
the user of OTC drugs to the fewest In¬ 
gredients possible at the lowest possible 
dosage regimen consistent with a satis¬ 
factory level of effectiveness. 

c. The Panel further concludes that 
OTC drugs should contain only such in¬ 
active ingredients that are necessary for 
pharmaceutical formulation. 

2. Requirement of significant contri¬ 
bution. The Panel has further deter¬ 
mined that each claimed active Ingre¬ 
dient in the combination must make a 
significant contribution to the claimed 
effect. In the absence of data showing 
the minimum dose necessary to achieve 
the intended antiemetic effect, the 
amount of ingredient present in anti- 
emetic products must be at least equal 
to the currently accepted minimum dose 
range for such active Ingredients as set 
forth elsewhere In this document 

The Panel found it difficult to quan¬ 
titate the contribution of each antiemetic 
Ingredient in combinations. as it possible 
with antacid combination products, for 
example, where the contribution of each 
antacid can be determined by chemical 
titration. Further, the minimum effec¬ 
tive dose may vary considerably with the 
cause of the vomiting. The Panel recog¬ 
nizes that It is possible that some in¬ 
gredients may be proved to contribute to 
the effectiveness of a combination prod¬ 
uct in amounts below the generally rec¬ 
ognized minimum effective dally dose. 

The Panel concluded that where a 
combination product Is permitted. It Is 
sufficient to demonstrate in well-con¬ 
trolled clinical trials thnt each of the 
ingredients makes a statistically signifi¬ 
cant contribution to the claimed effect. 
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As Ionic as "statistical significance” Is 
shown, the Pane) concludes that a con¬ 
tribution toward antleracsis will also 
have been shown. 

3. Single active ingredients. OTC drugs 
containing safe and effective single in¬ 
gredients arc preferred to those having 
multiple active ingredients because ol 
the reduced risks of toxic effects, syner¬ 
gistic effects, allergic and/or idiosyn¬ 
cratic reactions, and possible unrecog¬ 
nized and undesirable drug interac¬ 
tion (s) . 

It Is an established medical principle 
to give only those medications, prefer¬ 
ably as single entitles, necessary for the 
safe and effective treatment of the 
patient. This principle applies equally 
to self-medication. To add needlessly to 
the patients medication increases the 
risk ol adverse reactions. 

4. Active ingredients not reviewed by 
the Panel . Each claimed active ingredi¬ 
ent must be an ingredient that has been 
reviewed by the Panel. If a product con¬ 
tains an active ingredient that has not 
been reviewed by the Panel and conse¬ 
quently not found in this document, such 
ingredient is automatically classified as 
a Category II ingredient. i.e. ( it is not 
generally recognized as sale and/or 
effective. Appropriate animal and human 
testing and prior approval by the Food 
and Drug Administration is required 
before a product containing such an In¬ 
gredient may be marketed. 

5. Review of submitted combination 
products. The Panel considered only 
those combination products submitted 
pursuant to the notice published in the 
Federal Register of February 8. 1873 
(38 FR 3614) and included above in 
paragraph —. The Panel recognizes that 
other combination products may be In 
the marketplace but it has either no 
knowledge of such products, or insuffi¬ 
cient data with respect to such products 
to make a reasonable judgment of safety 
and/or effectiveness. 

Accordingly, the Panel recommends 
that any new combination, or any pres¬ 
ently marketed combination not sub¬ 
mitted to this Panel be evaluated through 
the new drug procedures, or be the sub¬ 
ject of an appropriate petition to the 
Commissioner to review or amend the 
OTC anUemctlc monograph. 

6. Category // combination product. 
The Panel concludes that combinations 
of bismuth subsalicylate, amino acetic 
acid, phenyl salicylate, and zinc phenol- 
sulfonate are safe in the amounts usually 
taken orally in OTC combination prod¬ 
ucts. but there is no evidence that each 
of these four ingredients makes a signifi¬ 
cant contribution to the claimed anti- 
emetic action of such combination. 

Further, because any combination con¬ 
taining a Category II ingredient is classi¬ 
fied as a Category II combination, the 
above combination is deemed a Category 
n product 

O. Data Pertinent for Anttemexic 
Ingredient Evaluation 

When & drug Is available for wide¬ 
spread use, as in OTC products. Its 
safety and effectiveness must be well 


documented by toxicological data, data 
on the absorption, distribution, fate, and 
excretion of the drug, the pharma¬ 
cological effects of the drug, and the 
mechanism of action. The drug should 
also meet certain effectiveness stand¬ 
ards. The Panel recommends that infor¬ 
mation such as the following be sub¬ 
mitted when relevant and pertinent to 
the drug under study: Toxicological 
data, absorption, distribution, fate, and 
excretion < ADFE> data, pharmacological 
effects, and effectiveness standards. 

1. Toxicological data. A variety of toxi¬ 
cological data can be obtained to demon¬ 
strate that an antiemcUc is safe. Manu¬ 
facturers are not expected to obtain all 
of the following data, but are expected to 
obtain those data relevant to the unan¬ 
swered questions regarding the safety of 
their products. The Panel recommends 
that data such as the following be re¬ 
quired in preclinical animal studies and 
in clinical studies in man. Certain data 
on humans, such as lethal doses and 
chronic toxicity, will only be available 
from poison control centers, hospitals, 
medical centers, or medical examiners. 
However, the Panel considers such data 
important and attempts should be made 
to obtain them. 

(a) Preclinical animal studies, tl) The 
oral LD» should be established in several 
animal species. 

(2) Determinations must be made to 
detect histologic and biochemical altera¬ 
tions in animals given lethal doses 
acutely or low doses chronically. 

(3) Studies of teratogenicity and em- 
bryolcthality are necessary. Studies of 
effects on fertility, delivery, and nursing 
offspring may also be Indicated. 

(b) Clinical studies in man . (1) Bio¬ 
chemical tests of liver and renal function 
and measurement of serum electrolytes 
after a therapeutic dose. 

(2> Chronic toxicity studies In man. 

(3) A clear record of unwanted drug 
effects. Substantial effort should be made 
to have physicians document side effects, 
especially those of serious nature. 

(4) Minimal lethal dose by single oral 
Ingestion and In divided doses when such 
data are available from accidental or de¬ 
liberate overdosing. 

<5) Maximal tolerated dose from sin¬ 
gle oral ingestion, or divided multiple 
oral ingestions, when such data are avail¬ 
able from accidental or deliberate over¬ 
dosing. 

2. Absorption, distribution . fate and ex¬ 
cretion (ADFE) as determined by cur¬ 
rently accepted methods. Since ADFE 
bears directly on the safety of drugs and 
occasionally on the mechanism of action, 
appropriate data should be provided for 
all active ingredients and their metabolic 
products. The method for obtaining these 
data arc established and are not different 
from those used in the study of other 
drugs. Data such as the following would 
provide sufficient Information regarding 
ADFE. Manufacturers are not expected 
to obtain all of the following data* but 
are expected to obtain these data rele¬ 
vant to the unanswered questions regard¬ 
ing ADFE o i their products: 

a. The per c entages . ol various oral 


doses of the drug which are absorbed in 

rmm 

b. The percentages of various oral doses 
of the drug which are excreted in the 
urine in man. 

c. The metabolic fate in man of ab¬ 
sorbed but unexcreted drug Including 
studies on placental transfer and breast 
milk excretion. 

d. The fate of unabsorbed drug in 
man. 

e. The net bioavailability of the drug 
in man. 

f. The ingredients and metabolic prod¬ 
ucts associated with fecally excreted 
drug and/or Its unabsorbed intraluminal 
biotransformation products. 

g. The ingredients and metabolic prod¬ 
ucts associated with renally excreted 
drug and/or its renally excreted bio- 
transformation product. 

3. Effects. The Panel recognizes the 
lack of physiological data on the gastro¬ 
intestinal receptors and effectors of 
emesis and the related difficulty in estab¬ 
lishing the mechanism of action of 
agents acting on either the central or 
autonomic nervous system or directly 
affecting gastric motility or tone. How¬ 
ever, data should be provided which serve 
to elucidate the pharmacologic effects 
of an tie me tic agents. The Panel recom¬ 
mends that data such as the following 
be obtained. Manufacturers are not ex¬ 
pected to obtain all of the following data, 
but are expected to obtain those data 
relevant to the unanswered questions re¬ 
garding pharmacologic effects of their 
products: 

a. Effects of oral drug on nausea and 
vomiting. 

b. Effects of oral drug on cardiovascu¬ 
lar system (blood pressure and heart 
rate). 

c. Effects of oral drug on autonomic 
nervous system. 

d. Duration of oral drug effects. 

e. Effects on drowsiness and the 
central nervous system. 

4. Effectiveness standards. Motion 
sickness, which may occur when visual 
and vestibular stimuli are not in accord, 
may be induced by a number of tech¬ 
niques. Unusual motion patterns in 
which the head is rotated In two axes 
simultaneously will produce motion sick¬ 
ness in anyone: some individuals are 
more resistant than others, but none Is 
immune. Motion sickness may also be in- 
dured when the body Is stationary and 
the individual looks at a motion picture 
film as seen from an airplane doing acro¬ 
batics or a roller coaster ride (Ref. 1). 
Thus, a number of experimental models 
are available to test the effectiveness of 
antiemetic agents advocated for nausea 
and vomiting resulting from motion 
sickness. Both normal Individuals and 
subjects with known susceptibility to 
motion sickness could be tested. 

The threshold of stimulus (duration In 
time, rotation rate in r.p^n . and accel¬ 
eration rate) to induce motion sickness 
should be determined before and after 
the test drug Is administered to deter¬ 
mine degree of effectiveness and dura¬ 
tion of time of protection from motion 
sickness. Comparisons should be made 
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using the double-blind technique, with 
placebo and a known effective agent such 
as scopolamine. Manufacturers are not 
expected to obtain all of the data listed 
above, but are expected to obtain those 
data relevant to the unanswered ques¬ 
tions regarding the effectiveness of their 
products. The effectiveness of drugs in 
vomiting due to causes other than motion 
sickness requires well-controlled clinical 
trials in homogenous groups of sub¬ 
jects with vomiting of relatively specific 
types such as that of radiation sickness, 
epidemic food or chemical poisoning, 
past-operative vomiting, epidemic gas- 
troenterls, etc. 

The experimental design for testing 
effectiveness of antiemetic may be of a 
number of different types When the 
antiemetic product contains more than 
one active ingredient, the double-blind. 
Latin square, cross-ver design is partic¬ 
ularly suited for testing the effective¬ 
ness of individual ingredients as well ns 
comparing their effect against that of 
placebo. When it la impossible or imprac¬ 
tical to devise an acceptable placebo, the 
antiemetic ingredient may be compared 
with another acceptable agent and stud¬ 
ied in parallel groups. When expen- 
mental models of induced diarrhea are 
used, each subject can serve as his own 
control, but the period of study should 
be sufficiently long to clearly demon¬ 
strate differences. 

RxmrNm 

(I) Brown. J L. Best and Taylor tfth Ed.. 
Edited by John R Brobeck, Chap. 8; p. 60- 
61. Williams * Wilkins. 1973 

IV. Emetics 

Pursuant to the notice published in 
the Federal Register of February 8. 1973 
<38 FR 3614» requesting the submission 
of data and information on OTC emetic 
dnigs. no submissions were made. Al¬ 
though the Panel received no submissions 
from the pharmaceutical industry or 
other source, it elected to review' ipecac 
syrup as an OTC emetic drug. 

A. Classification of Active Ingredients 
Into Categories 

The Panel reviewed one ingredient 
pursuant to the standards for safety, 
effectiveness and truthful labeling. In 
accordance with the regulation <21 CFR 
330.10). the Panel's findings are set forth 
below: 

B. Review' of Active Ingredient 

1. Conditions under which emetic prod¬ 
ucts are generally recognized as safe and 
effective and not misbranded. The fol¬ 
lowing ingredient was classified as safe 
and effective and not misbranded: 

IPECAC SYRUP 

The Panel concludes that ipecac syrup 
U safe and effective when used in the 
recommended dose of 15 milliliters in 
persons above 1 year of age and 5 to a 
maximum 10 milliliters in infants under 
l year. 

An emetic is often used to induce 
vomiting in poisoning victims, who ingest 
systemic poisons, in order to prevent ab¬ 


sorption of the chemicals from the gas¬ 
trointestinal tract. The Panel believes 
that the most effective and dependable 
emetic for use in the home is ipecac 
syrup. 

Ipecac syrup is prepared from powered 
ipecac, which is obtained from the plant 
Cephaelis Ipecacuanha. The syrup con¬ 
tains the emetic alkaloids emetine and 
cephaeiine These emetic principles 
probably act both centrally and locally in 
the gastrointestinal tract to cause vomit¬ 
ing. An overdose of an Ipecac preparation 
may cause serious poisoning. 

The recommended effective and safe 
emetic dose of Ipecac syrup for persons 
over 1 year of age is 15 milliliters This 
dose usually induces vomiting within 20 
minutes, but in the event emesis does 
not occur by this time, it is recommended 
that a similar dose be repeated once. The 
ipecac should be recovered by gastric 
lavage if emesis does not occur after the 
second dose. The OTC product container 
should not contain more than 30 mil¬ 
liliters of ipecac syrup. 

labeling 

Labeling should identify the product as 
an "emetic to Induce emesis (vomiting) 
in case of poisoning" and state the fol¬ 
lowing: 

(1) Before using, call physician. Poison 
Control Center, or hospital emergency room 
for advice (21 Do not use in unconscious 
persona. (3) Caution: U emesis (vomiting) 
does not occur after a repeated dose or after 
the first dose If a second doee Is not glveu. 
the Ipecac should be recovered by gastric* 
larage. (4) Ordinarily, this drug should not 
be used If strychnine, corrosive |alkalies 
(lye) and strong acids 1. or petroleum dis~ 
tUlates (kerosene, gasoline, paint thinner, 
or cleaning fluid) have been Ingested 

RcmENcn 

(1) Cashman. T. M and H. C. Shlrkey. 

Emergency Management of Poisoning.*’ 

Pediatric Clinics of North America. 17:525- 
534. 1970 

(2) The Pharmacopeia of the United 
States of America. 18th Rev. The United 
States Pharmacopeia! Convention. Inc. 
Washington. DC . Mack Printing Co., Easton. 
Pa., p. 345. 1970. 

(3) Robertson. W* O. ‘Syrup of Ipecac— 
A Slow or Past Emetic?.” American Journal 
of Diseases of Children 103:130-139. 1962. 

Therefore, pursuant to provisions of 
the Federal Food. Drug, and Cosmetic 
Act (secs. 201. 502, 505, 701, 52 Slat. 
1040-1042 as amended. 1055-1056 as 
amended by 70 Stat. 919 and 72 Stat, 948 
(21 U.S.C. 321, 352. 355, 371)) and the 
Administrative Procedure Act ‘sees. 4. 
5. 10, 60 Stat. 238 and 243 as amended 
(5 US.C. 553. 554. 702. 703. 404> > and 
under authority delegated to him <21 
CFR 2.120), the Commissioner of Food 
and Drugs proposes that 8ubchapter D 
be amended by adding new Parte 334. 
335, 336 and 337 to read as follows: 

PART 334—LAXATIVE PRODUCTS FOR 
OVER-THE-COUNTER HUMAN USE 

Subpart A—Ovntril Provision* 

8ec 

334.1 Scope. 

3343 Definition*!. 


Subpart B—Active Ingredient* 

Sec 

334.10 Bulk forming laxatives 
334.12 Hyperosmotic laxatives 
334.14 Lubricant laxatives. 

334.16 Saline laxatives, 

334.18 Stimulant laxatives. 

334 20 Stool softener laxatives 
334 22 Miscellaneous laxatives 
334.30 Combinations of laxative active In¬ 
gredients. 

334.32 Laxative combination criteria. 

33452 Permitted active Ingredient combi¬ 
nations. 

33455 Combination with nonlaxative ac¬ 
tive Ingredients. 

Subpart C — (Re*«rv*d) 

Subpart D—Labeling 

334 50 Labeling of laxative products. 

334 52 Bulk forming laxatives. 

334 54 Hyperoamotlc laxatives. 

334 56 Lubricant laxatives. 

334 58 Saline laxatives. 

334.60 Stimulant laxatives. 

334 62 Stool eoftner laxatives 
334 64 Miscellaneous laxative. 

334 80 Professional labeling. 

Authority : Federal Food. Drug, and Cos¬ 
metic Act (secs 201, 502. 505. 701. 52 8tat 
1040-42 as amended. 2055 56 as amended by 
72 Stitt. 929 and 72 Stat 948 <21 UJ3C 321. 
352. 355. 371). and Administrative Procedure 
Act (sees 4. 5. 10. 60 Stat 238 and 243. as 
amended <5 U S.C. 553. 564. 702. 703. 704)). 

Subpart A—General Provisions 

§ 334.1 Scope. 

An over-the-counter laxative product 
in a form suitable for oral or rectal ad¬ 
ministration is generally recognized as 
safe and effective and is not misbranded 
If it meets each of the following condi¬ 
tions and each of the general conditions 
established In 5 330.1 of this chapter. 

§ 334.3 Definition*. 

As used in this part: 

(a) Adequate liquid intake. The inges¬ 
tion of a full glass (8 oz.) of liquid with 
each dose. 

<b» Age < dosage) range. Infant (not 
more than 2 years), child <2 years and 
over but not more than 12 years*, and 
adult <12 years and over). 

(c) Bulk forming laxative . An agent 
that promotes the evacuation of the 
bow*el by increasing bulk volume and 
water content of the stools. 

<d> Constipation. Infrequent or diffi¬ 
cult bowel movement 

<e> Hyperosmotic laxative. An agent 
that attracts water into the stool. 

<f) Laxative . Any agent used for the 
relief of constipation 
«g> Lubricant laxative. An agent that 
lubricates the contents of the intestinal 
tract, promoting easier bowel movements. 

(h> Oral Dosage The dosage range 
(minimum and maximum amounts) that 
is generally recognized as safe and ef¬ 
fective by mouth. 

<i) Rectal dosage. The dosage range 
(minimum and maximum) that is gen¬ 
erally recognized as safe and effective by 
rectum 

<J) Saline laxative. An agent that in¬ 
creases water in the Intestine thereby 
promoting bowel movement. 

<k) Short-term use , Use of a laxative 
for no longer than a 1 week period. 
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(l) Stimulant laxative. An agent that 
promotes bowel movement by one or more 
direct actions on the intestine 

(m) Stool softener laxative. An agent 
that penetrates and softens the stool. 

Subpart B—Active Ingredients 
§ 331.10 Hulk forming laxutivr*. 

The active ingredients of the product 
consist of the following when used within 
the dosage Umit established for each 
ingredient: 

(a) Bran, dietary. Usual oral dosage is 
6 gm to 14 gm dally accompanied by ade¬ 
quate liquid intake: however, no upper 
dosage limitation Is Indicated. 

• b) Cellulose derivatives, semi-syn¬ 
thetic (methylcellulose, sodium carboxy- 
methylccllulose). Adult oral dosage is 4 
gm to 6 gm daily accompanied by ade¬ 
quate liquid intake. Children over 6 years 
oral dosage is 1 gm to 1.5 gm daily ac¬ 
companied by adequate liquid Intake. 

(c) Karaya (sterculia gum). Oral dos¬ 
age is 5 gm to 10 gm dally accompanied 
by adequate liquid intake. 

(d) Malt soup extract. Adult oral dos¬ 
age is 12 gm to 64 gm daily accompanied 
by adequate liquid intake. Infants (not 
more than 2 years) oral dosage is 6 gm 
to 32 gm daily accompanied by adequate 
liquid intake. 

(e) Polycarbophil. Adult oral dosage is 
4 gm to 6 gm daily accompanied by ade¬ 
quate liquid intake. Infants (not more 
than 2 years) oral dosage is 0.5 gm to 1.0 
gm. children (2 to 5 years» oral dosage 
is 1.0 gm to 1.5 gm, children <6 to 12 
years) oral dosage is 1.5 gm to 3.0 gm ac¬ 
companied by adequate liquid intake. 

(t) Psyllium preparations I Planlago 
seed, plantago oi'ata husks. psyllium 
ihemicellulose). psyllium hydrophyllic 
mucilloid (psyllium hydrocolloid •. psyl¬ 
lium seed, psyllium seed i blond i, psyl¬ 
lium seed husks J. Adult oral dosage is 
2.5 gm to 30 gm daily accompanied by 
adequate liquid intake. Children. 6 to 12 
years oral dosage is 1.25 gm to 15.0 gm 
daily accompanied by adequate liquid In¬ 
take. No pediatric dose for under 6 years. 

§ 334.12 IfrprroMnolir laxative*-. 

The active ingredients of the product 
consists of the following when used 
within the dosage limit established for 
each ingredient: 

(a) Glycerin. Adult rectal dosage is 
3 gm suppository or 5 ml to 15 ml enema. 
Children under 6 years rectal dosage is 
1 gm to 1.5 gm suppository or 2 ml to 5 ml 
enema. 

(b) Sorbitol Adult rectal dosage is 
120 ml as a 25 to 30 percent wclght/vol- 
ume solution. Children 2 years and older 
rectal dosage is 30 ml to 60 ml as a 25 to 
30 percent weight, volume solution. 

§334.14 Lubricant laxative*. 

The active ingredients of the produce 
consists of the following when used 
within the dosage limit established for 
the ingredient: 

<a> Mineral oil, plain. Adult oral dos¬ 
age is 15 ml to 45 ml and children over 
6 years oral dose is 10 ml to 15 ml taken 
only at bedtime: adult rectal dosage is 


120 ml and children 3 years and older 
rectal dose is 60 ml. 

<b> Mineral oil. emulsion Adult oral 
dosage is 15 ml to 45 ml of mineral oil 
component of emulsion administered 
orally twice daily wtth the flrr.t do«e 
taken on arising and the second dose 
taken at bedtime and neither dose at 
mealtimes: and children over 6 years oral 
dosage is 0.25 ml and 5 ml of mineral oil 
component of emulsion administered 
orally twice daily with the first dose 
taken on arising and the second dose 
taken at bedtime and neither dosage at 
mealtimes. 

§ .131.16 Saline Laxative*. 

The active ingredients of the product 
consists of the following when used 
within the dosage limit established for 
each ingredient: 

(a) Magnesium citrate . •1 > Adult oral 
daily dosage taken in divided doses is 11 
gm to 18 gm 1 77 to 126 mEq magnesium 
ion). Children 2 to 5 years oral daily 
dosage is 2.5 gm to 5 gm and children 
6 years and older oral daily dosage Is 5 
gm to 10 gm taken in divided doses. 

(2) Magnesium citrate products may 
be formulated in combinations with 
sequestering agents, citric acid and anhy¬ 
drous sodium citrate, to allow magne¬ 
sium to be held In solution as a complex. 
Citric acid and anhydrous sodium citrate 
are not laxative agents and shall not be 
claimed as active ingredients on the 
labeling. 

<b) Magnesium hydroxide . Adult oral 
daily dosage taken In divided doses is 
2.4 gm to 4.8 gm >82 to 164 mEq mag¬ 
nesium ion). Children 2 to 5 years oral 
daily dosage is 0.4 gm to 1.2 gm and chil¬ 
dren 6 years and older oral daily dosage 
is 1.2 gm to 2.4 gm taken in divided 
doses. 

<c) Magnesium sulfate. Adult oral 
dally dosage taken In divided doses is 10 
gm to 30 gm (81 to 243 mEq magnesium 
ion). Children 2 to 5 years oral daily dos¬ 
age is 2.5 gm to 5 gm and children 6 
years and older oral dally dosage U 5 gm 
to 10 gm taken in divided doses. 

(d) Phosphate salts (combined sodium 
biphosphate. sodium phosphate, diso¬ 
dium phosphate and monosodium phos¬ 
phate). Total adult oral daily combined 
amount is 9.6 gm to 19.2 gm [210 to 420 
mEq < biphosphate ion) 1 sodium biphos¬ 
phate. 3.6 gm to 7.2 gm [40 to 80 mEq 

• phosphate ion) 1 sodium phosphate. 1.9 
gm to 3.8 gm f40 to 80 mEq ' phosphate 
ion > i disodium phosphate, and 8.3 gm to 
16.6 gm [208 to 415 mEq (phosphate 
ion)) monosodium phosphate. Total 
adult rectal single combined amount is 
19.2 gm [420 mEq (biphosphate ion) 1 
sodium biphosphate. 7.2 gm (80 mEq 
(phosphate ion)] sodium phosphate. 
3.8 gm [80 mEq < phosphate ion>) diso¬ 
dium phospate and 16.6 gm 1415 mEq 

• phosphate ion> 1 monosodium phos¬ 
phate The usual oral dosage for chil¬ 
dren 5 to 10 years of age Is v 4 adult dos¬ 
age of phosphate salts; for children over 
10 years usual oral dosage is adult 
dosage of phosphate salts. The usual 
rectal dosage for children over 2 years is 
Vs adult dosage of phosphate salts. 


§334.18 Siimulmil laxatives. 

The active ingredients of the product 
consists of the following when used 
within the dosage limit established for 
each ingredient: 

(a) Aloe. Adult oral dosage is 120 mg 
to 250 mg daily. Children 6 to 8 years 
oral dosage is 40 mg to 80 mg daily. Ado¬ 
lescent 8 to 15 years oral dosage is 80 mg 
to 120 mg daily. No pediatric dosage 
under 6 years 

rb) Bisacodyl. Adult oral dosage is 5 
mg to 15 mg and children over 3 years 
oral dose is 5 mg at bedtime in enteric 
coated dosage form Adult rectal sup¬ 
pository dosage Is 10 mg and children 
under 2 years 5 mg. 

<c> Cascara sagrada preparations 
• aromatic cascara fluidextract. cascara 
sagrada bark, cascara sagrada fluidex¬ 
tract. cascara sagrada extract, casan - 
thranol). il) Adult oral daily dosage of 
aromatic cascara fluidextract is 2 ml to 8 
ml. Infants mot more than 2 years) oral 
daily dose is 1 ml to 2 ml. 

• 2) Adult oral daily dosage of cascara 
sagrada bark is 300 mg to 1.0 gm. 

(3) Adult oral dally dosage of cascara 
sagrada fluidextract is 0.5 ml to 1.5 ml. 

(4) Adult oral daily dosage of cascara 
sagrada extract is 200 mg to 400 mg. 

(5) Adult oral daily dosage of casan- 
thranol Is 30 mg to 90 mg. 

<6) For all Cascara sagrada prepara¬ 
tions the usual infant dose is V 4 adult 
dose: usual childhood dose is Vs adult 
dose. 

• d> Castor oil . Adult oral dosage is 15 
ml to 60 ml In a single dose. Infants not 
more than 2 years oral dosage is 1 ml to 

5 ml in a single dose. Children 2 years 
and over but not more than 12 years 
oral dosage is 5 ml to 15 ml in a single 
dose. 

(c> Danthron Adult oral dosage Is 75 
mg to 150 mg dally. No pediatric dosage 
tor children under 12 years. 

(f) Dehydrocholic acid . Adult oral dos¬ 
age is 750 mg to 900 mg daily in divided 
doses. No pediatric dosage for children 
under 12 years. 

• g> Phenolphthalein ( white phenol- 
phthalein. yellow phenolphthalein). 
Adult oral dosage is 30 mg to 270 mg 
daily In single or divided dose. Children 
2 to 5 years oral dosage is 15 mg to 30 
mg in single or divided dose. Children 

6 years to 12 years oral dosage is 30 mg 
to 60 mg In single or divided dose. 

(h) Senna preparations (senna leaf 
powder, senna fluidextract. senna fruit 
extract, senna syrup, sennosides A dr B 
crystalline, senna pod concentrate). (1) 
Adult oral daily dosage of senna leaf 
powder is 2 gm in a single dose. 

(2) Adult oral dally dosage of senna 
fluidextract is 2 ml in a single dose. 

(3) Adult ora] daily dosage of senna 
fruit extract is 3.4 gm to 4 gm in a single 
dose. 

<4» Adult oral daily dosage of senna 
syrup Is 8 ml In a single dose. 

(5) Adult oral daily dosage of senno¬ 
sides A and B U 12 mg to 36 mg in a 
single dose. 
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( 6 ) Adult oral dosage of senna pod 
concentrate is 0.6 gm to 1.0 gm per dose 

1 to 4 times daily. 

(7> The usual childhood dose of senna 
preparations is % adult dose for infants 
mot more than 2 years). V 4 adult dose 
for children 1 to 5 years, and tfe adult 
dose for children (5 to 12 years. 

§ 334.20 Stool M>ftener laxathc*. 

The active ingredients of the product 
consist of the following when used with¬ 
in the dosage limit established for each 
ingredient: 

(a) Dioctyl calcium sulfosuccinate. 
Adult oral dosage is 50 mg to 360 mg 
daily. Infants (not more than 2 years> 
oral dosage is 25 mg daily. Children 2 
years and over but not more than 12 
years oral dosage Is 50 to 150 mg daily. 

<b> Dioctyl pitassium sulfosucctnate. 
Adult rectal dosage is 50 mg to 250 mg 
daily. Children 2 years and over but not 
more than 12 years rectal dosage is 100 
mg daily. 

(c) Dioctyl sodium sulfosuccinate. 
Adult oral dosage Is 50 mg to 360 mg 
daily. Infants (not more than 2 years) 
oral dosage is 20 to 25 mg dally. Children 

2 years and over but not more than 12 
years oral dosage 1 s 50 to 125 mg daily. 

§ 33 1.22 Mbccllaneoit* laxatiw*. 

The active ingredient of the product 
consists of the following when used with¬ 
in the dosage limit established: (a) Rc- 


where: 

(1) L max d is the labeled maximum 
daily dosage for the product 

(2) EDR (min) is the effective range 
dosage minimum of the monograph, and 
EDR (max) is the effective range dos¬ 
age maximum of the monograph for the 
active ingredient established in tliia Sub¬ 
part B of such Ingredient established in 
H 334.10. 334.12. 334.14. 334.16. 334.18 or 
334.20. 

§ 334.32 Permitted active ingredient 

combination*. 

(a) Oral dosage forms. (1) Dioctyl 
calcium sulfosuccinate and danthron. 

(2) Dioctyl sodium sulfosuccinate and 
casanthranol. 

(3) Dioctyl sodium sulfosucctnate and 
danthron. 

(4) Dioctyl sodium sulfosucctnate and 
phenolphthalein. 

(5) Cascara sagrada and aloe. 

16 ) Cascara sagrada and magnesium 
hydroxide. 

(7) Cascara sagrada and phenoiph- 
thaiein. 

( 8 ) Malt soup extract and blond psyl¬ 
lium seed. 

(9) Malt soup extract and blond psyl¬ 
lium seed husks. 

< 10> Mineral oil and casanthranol. 

(11) Mineral oil and cascara sagrada. 

(12) Mineral oil and cascara sagrada 
fluidextract. 

(13) Mineral oil (emulsified) and 
magnesium hydroxide. 


leased carbon dioxide from combined 
sodium biphosphate anhydrous . sodium 
acid pyrophosphate and sodium bicarbo - 
nate. Adult rectal dose is 12 gm to 1.5 gm 
sodium biphosphate anhydrous. 0.04 gm 
to 0.05 gm sodium acid pyrophosphate 
and 1.0 gm to 1.5 gm sodium bicarbonate 
releasing approximately 230 ml carbon 
dioxide per moistened suppository. No 
pediatric dosage for childem under 12 
years. The suppository is moistened by 
placing under a water tap for about 30 
seconds or by immersing in a cup of water 
for at least 10 seconds prior to rectal 
Insertion. 

§ 334.30 Combination* of active laxa* 
live ingrrdirnt*. 

The active laxative ingredients of the 
product consist of the combination of in¬ 
gredients permitted in 5 334 32 within 
the dosage range for such active ingre¬ 
dients established In $ 334.10. 334.12. 
334.14. 334.16, 334.18 or 5 334.20 and meet 
the laxative combination criteria estab¬ 
lished in 5 334.31. 

g 33-1.31 laxative combination criteria. 

(a) The sum of the percentages of 
the effective range dosage • EDR) deter¬ 
mined in paragraph < b) of this section for 
each active Ingredient in the combina¬ 
tions permitted in f 334.32 shall not ex¬ 
ceed 100 percents 

(b) The method used for determining 
the EDR percentage value of each active 
Ingredient is as follows: 


(14) Mineral oil and phenolphthalein. 

(15) Mineral oil and psyllium seed 

»16) Plantago ovata husk and methyl- 
cellulose. 

(17) PsylUum and senna concentrate. 

(18) Senna concentrate and dloctyl 
sodium sulfosuccinate. 

1 19) Sodium earboxymethylcellulose 
and dloctyl sodium sulfosucctnate. 

(b> Rectal dosage forms. (1) Glycerin 
and dloctyl potassium sulfosuccinate 

(2) Sorbitol and dioctyl potassium 
sulfosucctnate. 

$334.35 (lotnbination* *ith nonlaxulive 
active ingredient*. 

<a> The antacid ingredient, sodium bi¬ 
carbonate. identified in 5 331 11 <k M l > of 
this chapter may be combined with 
monosodium phosphate Identified in 
5 334.16*0 for purposes of product 
formulation ‘effervescence) but is not an 
active ingredient when used for this pur¬ 
pose. 

Subpart C—[Reserved] 

Subpart D—Labeling 

§ 334.50 labeling of laxati%r produrt*. 

• a) Indications. (1) The labeling shall 
identify the product as a ‘'laxative" for 
the "short-term relief of constipation." 
The appropriate definition(s) describing 
the action of the active ingredient (a) 
as set forth in 5 334.3 shall appear on 
the label. Products combining 2 laxative 
Ingredients with differing modes of ac¬ 


tion shall identify both modes of action 
in the labeling of the product, 

(2) Products containing magnesium 
hydroxide may be labeled as both an ant¬ 
acid and a laxative. No claims of supe¬ 
rior laxatlon on the basis of the antacid 
properties shall be made 

(3) Rectal suppository products re¬ 
leasing carbon dioxide shall describe Uie 
mode of action as a gentle pressure in 
the rectum from expanding gas thereby 
promoting bowel movement. 

(b) Directions for use. The labeling of 
the product contains the recommended 
dosage and appropriate directions iden¬ 
tified under 55 334.10. 334.12, 334.14. 
334.16. 334.18. 334.20 or 334.22. under the 
heading "Directions." per time interval, 
e.g.. every 4 hours, or other time period, 
e.g.. once dally or at bedtime broken 
down by age groups if appropriate fol¬ 
lowed by "or as directed by a physician.'* 

(c) Warnings . The labeling of the pro¬ 
duct contains the appropriate warn¬ 
ings) under 55 334.52. 334.54. 334.56. 
334.58. 334.60. 334.62, or 334.64 and the 
following general warning(s) under the 
heading "Warnings", which may be com¬ 
bined with warnings for specific ingredi¬ 
ents to eliminate duplicative words or 
phrases so the resulting warning is clear 
and understandable: 

(1) "Do not use this product when ab¬ 
dominal pain, nausea. v or vomiting are 
present." 

<2> "If you have noticed a sudden 
change In bowel habits that persist over 
a period of 2 weeks, consult a physician 
before using a laxative." 

(3) "This product should not be used 
for a period of longer than 1 week except 
under the advice and supervision of a 
physician." 

(4) For products containing more than 
15 mEq (345 mg) sodium in the maxi¬ 
mum recommended daily dose: 

<i) "Do not use this product except un¬ 
der the advice and supervision of a phy¬ 
sician if you are on a low' salt diet." 

ill) "Do not use this product except 
under the advice and supervision of a 
physician if you have kidney dcseasc." 

<5) For products containing more 
than 25 mEq ‘975 mg) potassium in the 
maximum recommended daily dose: "Do 
not use this product except under the 
advice and supervision of a physician if 
you have kidney disease." 

(6) For products containing more 
50 mEq (600 mg) magnesium in the 
maximum recommended daily dose: "Do 
not use this product except under the 
advice and supervision of a physician if 
you have kidney disease." 

(d> Drug interaction precautions. The 
labeling of the product, where appro¬ 
priate under 55 334.52. 334.56 or 334.62. 
contains drug interaction precautions, 
under the heading *'Drug Interaction 
Precautions ." 

(e) Statement of sodium content. A 
product containing more than 1.0 mEq 
(23 mg) sodium per maximum daily dose 
shall be labeled as to the sodium content 
per dosage unit. 


L max d—EDR (min) 
EDR (max) — EDR (min) 


100 =% EDR of each ingredient 
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§ 331.52 Hulk forming laxatives. 

<a> Warnings. Tiie labeling of the 
product contains the following warnings, 
under the heading ‘ Warnings*’.* 

<1> "Caution: Drink a full glass (8 
oz. > of liquid with each dose.” 

(2) For products containing karaya 
(sterculla gum): “Drink a full glass (8 
oz.) of liquid immediately with each 
dose.” 

<b) Drug interaction precautions For 
products containing cellulose deriva¬ 
tives: ' This product may combine with 
certain other drugs. Do not take this 
product if you arc presently taking 
salicylates or a prescription drug.” 

§334.5 ft lh|»rro»mo(ic laxialivc% 

The labeling of the product contains 
the following warnings under the head¬ 
ing "Warnings": 

(a) For products containing glycerin: 

<i> “For rectal use only and not for 
oral use. Large doses of glycerin if taken 
orally can lead to serious toxic effects.” 

(2) "Caution: Glycerin administered 
rectally may produce in some Individuals 
rectal discomfort or a burning sensa¬ 
tion.” 

<b> For products containing sorbitol: 
“For rectal use only.” 

§ 334.56 Lubricant laxative*. 

The labeling of the product contains 
the following warnings under the head¬ 
ing "Warnings": 

ca> For products containing mineral 
oil (plain> to be used orally: 

< 1 > "Caution: To be taken only at bed¬ 
time. Do not administer orally to infants 
or to children under 6 years of age. to 
pregnant women, to bedridden or aged 
patients, to persons with difficulty in 
swallowing, to persons having recent epi¬ 
sode of vomiting or regurgitation, or to 
persons having abdominal pain.” 

(2) Drug Interaction precaution. “Do 
not take this product If you are presently 
taking a stool softener laxative.” 

<b) For products containing mineral 
oil <emulsion> to be used orally: 

< 1 1 *Caution: Do not administer orally 
to infants or to children under 6 years of 
age. to pregnant women, to bedridden or 
aged patients, to persons with difficulty 
in swallowing, to persons having recent 
episodes of vomiting or regurgitation, or 
to persons having abdominal pain.” 

<2> Drug interaction precaution . “Do 
not take this product if you are presently 
taking a stool softener laxative.” 

§ 334.58 Saline laxative*. 

'Hie labeling of the product contains 
the following warnings under the head¬ 
ing “Warn hip”: 

(a) “For occasional use only. Serious 
side effects from prolonged use or over¬ 
dosage may occur.” 

(b> For products containing magne¬ 
sium citrate solution: ”8tore this product 
in a cold place (refrigerator tempera¬ 
ture) to retard decomposition.” 

(c> For products containing phos¬ 
phates: 

<1> “Do not take this product except 
under the advice and supervision of a 
physician if you have kidney disease.” 


< 2) For oral preparations: “Do not give 
to children under 6 years of age except 
under the advice and supervision of a 
physician.” 

(3) For rectal preparations: “Do not 
give to children under 2 years of age ex¬ 
cept under the advice and sui>ervision of 
a physician.” 

§ 334.60 Stimulant laxative*. 

The labeling of the product contains 
the following warnings, under the head¬ 
ing "Warnings" : 

(a) For all products containing stimu¬ 
lant laxatives: 

(1) "Caution: Prolonged or continued 
use of this product can lead to laxative 
dependency and loss of normal bowrel 
function.” 

(2) “Serious side effects from pro¬ 
longed use or overdose can occur.” 

(3) “This product should be used only 
occasionally, but In any event no longer 
than daily for 1 week, except on the ad¬ 
vice of a physician.” 

<b> For products contains bisacodyl: 

(1) ' Do not chew.” 

(2) “Do not give to children under 3 
years of age or to persons who cannot 
swallow without chewing,” 

(3) "Caution —Do not take this prod¬ 
uct within 1 hour after taking an antacid 
and'or milk.” 

<4> “This product may cause abdomi¬ 
nal discomfort, faintness, rectal burning 
and mild cramps.” 

<5> “Store in a cool place at tempera¬ 
tures not above 86 F (30* C> ” 

<c) For products containing castor oil : 

<1> “Fbr the treatment of isolated 
episodes of constipation.” 

(2) “Do not take this product on a 
daily basis except under the advice and 
supervision of a physician.” 

<3> “ Caution : Castor oil affects the 
small intestine and regular use may cause 
excessive loss of water, and body salts, 
which can have debilitating effects**. 

(d) For products containing phe- 
nolphthalein: “ Caution : If a skin rash 
appears, do not use this product or any 
other preparation containing phe¬ 
nol phthalein.” 

§ 334.62 Stool Miflrn«rr laxative*. 

(a) For all products containing stool 
softener laxatives the labeling of the 
product contains the following warnings, 
under the heading "Warnings": “ Cau¬ 
tion: This product should be used only 
occasionally but in any event no longer 
than doily for 1 week.” 

(b) Drug interaction precaution: “Do 
not take this product if you are presently 
taking a prescription drug or mineral 
oil.” 

§ 334.6ft Miscellaneous laxative. 

For products providing for release of 
carbon dioxide from a rectal suppository 
dosage form the labeling of the product 
contains the following w’arnings under 
the heading "Warnings": 

(a) “For rectal use only.” 

<b> “Do not lubricate with mineral oil 
or petrolatum Jelly prior to rectal inser¬ 
tion.** 


<c» “Rectal bleeding or failure to 
evacuate may indicate a serious condi¬ 
tion and a physician should be con¬ 
sulted.” 

§ 331.80 Professional labeling. 

The labeling of the product provided 
to health professionals (but not to the 
general public): 

(a) For products containing phos¬ 
phates: 

(1) “Do not use in patients with 
megacolon. as hypematremic dehydra¬ 
tion may occur. Use with caution in pa¬ 
tients with impaired renal functions as 
hyperphosphatemia and hypocalcemia 
may occur.” 

(2> Shall provide the total dose of 
sodium In mEq <mg> per standard dose. 

(b) For products containing mineral 
oil: 

(1) May contain as an additional in¬ 
dication. “For the preparation of the 
colon for x-ray and endoscopic examina¬ 
tion ” 

(2) Shall contain the following: “Side 
effects with the proper use of mineral oil 
are few. However, with chronic use and 
particularly with excess dosage, laxation. 
anal leakage and dermatologic reactions 
may occur Owing to its property as a 
lipid solvent, liquid paraffin «mineral oil) 
may interfere with the absorption of pro¬ 
vitamin A. vitamin A. and vitamin D 
leading to impairment of calcium and 
phosphorus metabolism. This occurs only 
under conditions of chronic usage Ad¬ 
ministration of mineral oil may lower 
prothrombin levels, probably secondary 
to impaired vitamin K absorption, and 
regular use In pregnancy may predispose 
to hemorrhagic disease of the newborn. 
Because of possible Interference with 
nutrition, mineral oil should not be In¬ 
gested in close proximity to meals. These 
side effects occur very’ rarely and then 
only with chronic and abusive use.” 

<c) For products containing castor oil: 
May contain as an additional indication. 
“For the preparation of the colon for 
x-ray and endoscopic examination.” 

(d) For products containing karaya 
(sterculia gum): 

G) “Warnings: Rare cases of allergic 
reactions and urticaria caused by karaya 
have been reported.” 

(2) “Inadequate fluid Intake may cause 
large bowel obstructions.” 

<e> For products containing senna: 
may contain as additional indication. 
“For the preparation of the colon for 
x-ray and endoscopic examination.” 

if) For products containing bisacodyl: 
May contain additional indications. “For 
use in preparation of the patient for 
surgery or for preparation of the colon 
for x-ray and endoscopic examination.*' 

p ART 335 —ANTI DIARRHEAL PRODUCTS 

FOR OVER THE COUNTER HUMAN USE 

Subpart A—General Provitiont 

Sec. 

335.1 Scope 
335.3 Definitions. 

Subpart B—Active Ingredients 

335.10 An t id I ait h col act ire Ingredients. 
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Subpart C—(R#*«rv«<f] 

Subpart D —Labeling 

335.50 Labeling for anttdiarrheal products 

Authority : Federal Food. Drug and Cos¬ 
metic Act (secs. 301. 603. 505. 701. 52 Slat. 
1040-43 as amended. 1055-55 as amended by 
73 SUt 019 and 73 Stat. 948; (31 USC 321. 
352. 356. 371), and Administrative Procedure 
Act (sees. 4. 5. 10. 50 Stat. 238 and 243, aa 
amended: (5 UfiC. 563. 664. 702. 703. 704))). 

Subpart A—General Provisions 

| 335.1 Scope. 

An over-the-counter antidlarrheal 
product in a form suitable for oral ad¬ 
ministration is generally recognized as 
safe and effective and Is not misbranded 
if it meets each of the following condi¬ 
tions and each of the general conditions 
established in 8 330 1 of this chapter. 

§ 335.3 Definitions. 

As used in this part: 

<a) Diarrhea. The abnormally fre¬ 
quent passage of watery stools, self limit¬ 
ing <24-48 hours) usually with no identi¬ 
fiable cause. 

<b) Antidiarrheal An agent that is 
effective for the treatment of diarrhea. 

Subpart B—Active Ingredients 

§335.10 Antidiarrheal active ingredi¬ 
ent*. 

The active ingredient of the product 
consists of the following when used 
within the dosage limit established for 
each ingredient: 

(a) Opiates — opium powder . tincture 
o/ opium, paregoric ( camphorated finc- 
ture of opium). (1) Adult oral dosage 
equivalent to 15 mg to 20 mg opium per 
unit dose or 1.5 mg to 2.0 mg of morphine 
per unit dose 1 to 4 times a day not to 
exceed 2 days use. Children 6 to 12 years 
oral dosage equivalent to 5 mg to 10 mg 
opium per unit dose or O S mg to 1.0 mg 
morphine per unit dose 1 to 4 times a 
day not to exceed 2 days use. 

(2) Shall apply to antidlarrheal prod¬ 
ucts pursuant to the requirements identi¬ 
fied in 8 329.20'a» of this chapter 

ib) Potycarbophil. Adult oral dosage 
is 4 gm to 6 gm dally. Infants (not more 
than 2 years) oral dosage is 0.5 gm to 
1.0 gm daily Children 2 to 5 years oral 
dosage is 1 gm to 1.5 gm dally and over 5 
years oral dosage is 1.5 gm to 3.0 gm 
daily. 

Subpart C—[Reserved] 

Subpart D—Labeling 

§ 335.50 labeling of anlidiarrheal prod¬ 
uct*. 

(a) Indications . The labeling shall 
identify the product as an “antidtar- 
rheal" for the treatment of diarrhea 

<b) Directions for use. The labeling of 
the product contains the recommended 
dosage and appropriate directions iden¬ 
tified under $335.10. under the heading 
“Directions”, per time interval. e.g.. 
every 4 hours or other time period, e g., 
twice daily, broken down by age groups 
if appropriate, followed by “except un¬ 
der the advice or supervision of a physi¬ 
cian.” 

<c) Warnings. The labeling of the 
product contains the following wrarn- 


ing(s) under the heading “Warnings”: 

(1) ”Do not use for more than 2 days 
or in the presence of high fever, or In 
infants or children under 3 years unless 
directed by a physician.” 

<2> Products containing opiates 
(opium powder, tincture of opium, pare¬ 
goric (camphorated tincture of opium)) 
shall contain the labeling requirements 
identified in 8 329.10 of this chapter. 

(3) For products containing more 
than 15 mEq (345 mg> sodium in the 
maximum recommended dally dose: 

(i> "Do not use this product except 
under the advice and supervision of a 
physician if you are on a low salt diet.*’ 

til) "Do not use this product except 
under the advice and supervision of a 
physician if you have kidney disease. 0 

(4) For products containing more than 
25 mEq (975 mg) potassium in the maxi¬ 
mum recommended dally dose: “Do not 
use this product except under the ad¬ 
vice and supervision of a physician if you 
have kidney disease." 

(5) For products containing more than 
50 mEq. (600 mg) magnesium In the 
maximum recommended daily dose: "Do 
not use this product except under the 
advice and supervision of a physician if 
you have kidney disease.” 

(d> Statement of sodium content. A 
product containing more than 1.0 mEq 
(23 mg) sodium per maximum dally dose 
shall be labeled os to the sodium content 
per dosage unit. 


PART 336—ANTIEMETIC PRODUCTS FOR 
OVER THE COUNTER HUMAN USE 

Subpart A—Gtncnl Provltkmt 

Sec. 

336.1 Scope 

Subpart B—Active Ingredients 
336.10 Antleznetlc active ingredients. 

Subpart C—(Reserved) 

Subpart D—Labeling 

33650 Labeling for anttemetlc products. 

Authority: Federal Food. Drug, and Cos¬ 
metic Act (tecs. 201. 502, 605. 701, 52 Stat 
1040-42 aa amended. 1065-66 as amended by 
72 Stat 910 and 72 Stat. 948; (21 U.S.C 321. 
352. 356. 371). and Administrative Procedure 
Act (secs. 4. 5, 10. 60 Stat 238 and 243. as 
amended (6 U8C 653. 654, 702, 703. 704))). 

Subpart A—General Provisions 
§ 336.1 Scope. 

An over-the-counter antiemetic prod¬ 
uct In a form suitable for oral adminis¬ 
tration is generally recognized as safe 
and effective and Is not misbranded if it 
meets each of the following conditions 
and each of the general conditions es¬ 
tablished in 8 330.1 of this chapter. 

Subpart B—Active Ingredients 
§ 336.10 Antirmrtic active ingredient*. 

The active ingredients of the product 
consists of the following when used 
within the dosage limit established for 
each ingredient. 

(a) Cyclizine. Adult oral dosage is 50 
mg to 200 mg dally. Children 6 to 12 
years oral dosage is 25 mg up to 3 times 
dally 

(b) Dimenhydrinate. Adult oral dosage 
is 200 mg to 400 mg daily in 4 divided 


doses. Children 2 to 6 years oral dosage 
is 12.5 mg to 25 mg up to 3 times dally 
and children over 6 years oral dosage Is 
25 mg up to 3 times dally. 

(c) Meclizine. Adult oral dosage is 25 
mg to 50 mg once daily. 

Subpart C—[Reserved] 

Subpart D—Labeling 

§ 336.50 labeling of lantirmetir prod¬ 
ucts. 

(a) Indications. The labeling shall 
identify the product as a "antiemetlc" 
for the "treatment of nausea and vomit¬ 
ing associated with motion sickness." 

<b) Directions for Use. The labeling of 
the product contains the recommended 
dosage and appropriate directions identi¬ 
fied under 8 336.10. under the heading 
"Directions”, per time interval or other 
time period, (e g.. 4 times daily), broken 
down by age groups if appropriate, fol¬ 
lowed by "except under the advice or 
supervision of a physician." 

(c) Warnings. The labeling of the 
nroduct contains the following warn¬ 
ing (s) under the heading "Warnings”: 

(1) "Drowsiness sometimes occurs 
while taking this product." "Do not oper¬ 
ate motor vehicles or other machinery 
while taking this product." 

(2) "Do not take this product in the 
presence of glaucoma or enlargement of 
the prostate gland, except under the ad¬ 
vice and supervision of a physician." 

(3) For products containing cyclizine: 
"Do not give to children under 6 years of 
age except under the advice and super¬ 
vision of a physician." 

(4) For products containing mecli¬ 
zine: "Do not give to children under 12 
years of age except under the advice and 
supervision of a physician." 

PART 337—EMETIC PRODUCTS FOR 
OVER THE COUNTER HUMAN USE 

Subpart A—G*n«ml ProvHUon* 

Sec. 

337.1 Scope 

Subpart B—Active Ingradlant 
337.10 Emetic active Ingredient. 

Subpart C—{Revived] 

Subpart D—Labeling 
337 50 Labeling for emetic products 

Authoritt: Federal Food. Drug and Cos¬ 
metic Act (oeca. 201. 502. 505. 701, 62 SUL 
1040-42 os amended. 1065-66 as amended by 
72 SUt 919 and 72 Stat. 948; (21 Ufi.C. 321. 
352. 355. 371). and Admin Ultra tlve Procedure 
Act (secs 4. 6. 10. 60 SUt. 238 and 243. aa 
amended; (6 Ufi.C. 553. 564. 702. 703. 704))). 

Subpart A—General Provisions 

§ 337.1 Scope. 

An over-the-counter emetic product in 
a form suitable for oral administration 
is generally recognized as safe and effec¬ 
tive and ir not misbranded if it meets 
each of the following conditions and each 
of the general conditions established in 
8 330.1 of this chapter. 

Subpart B—Active Ingredients 
§ 337.10 Enirllr active ingredient. 

The active ingredient of the product 
consists of the following when used 
within the dosage limit established: 
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<a> Ipecac syrup. U> Oral dosage is 
15 ml above 1 year of age. Infants under 
1 year of age oral dosage Is 5 ml to maxi¬ 
mum 10 ml. If emesis (vomiting* does 
not occur within 20 minutes, a similar 
dose is repeated once. 

<2> The OTC product container shall 
not contain more than 30 ml of ipecac 
syrup. 

Subpart C—[Reserved] 

Subpan D—Labeling 
§ 337.50 l^brling of rinetir prodiirt*. 

<a> Indications. The labeling shall 
identify the product as an •‘emetic*’ to 
’’induce vomiting (emesis) in case of 
poisoning.” 

<b> Directions lor use. The labeling of 
the product contains the recommended 
dosage and appropriate directions identi¬ 


fied under 1 336.10. under the heading 
“Directions”, followed by ' except under 
the advice or supervision of a physician”. 

(ci Warnings . The labeling of the 
product contains the following warnings, 
under the heading ” Warnings '*: 

(1) “Before using, call physician. 
Poison Control Center, or hospital emer¬ 
gency room for advice.” 

(2) "Do not use in unconscious per¬ 
sons.” 

<3> ” Caution: If vomiting (emesis) 
docs not occur after a repeated dose or 
after the first dose if a second dose is 
not given the ipecac should be recovered 
by gastric lavage.” 

(4> “Ordinarily, this drug should not 
be used if strychnine, corrosives such as 
alkalies dye) and strong acids, or pe¬ 
troleum distillates such as kerosene, gas¬ 
oline. paint thinner, or cleaning fluid 
have been ingested.” 


Interested persons are invited to sub¬ 
mit their comments in writing (prefer¬ 
ably in quin tupl tea te» regarding this 
proposal on or before June 19. 1975. Such 
comments should be addressed to the 
Office of the Hearing Clerk. Pood and 
Drug Administration. Room 4-65, 5600 
Fishers Lane. Rockville. MD 20852, and 
may be accompanied by a memorandum 
or brief in support thereof Additional 
comments replying to any comments so 
filed may also be submitted on or before 
Received comments may be seen in the 
above office during working hours. Mon¬ 
day through Friday. 

Dated: March 11.1975. 

A. M Schmidt, 

Commissioner of Food and Drugs. 

|FR Doc. 75-6856 Filed 3 20-75;8:45 un) 
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NOTICES 


DEPARTMENT OF LABOR 

Employment Standards Administration 

MINIMUM WAGES FOR FEDERAL AND 
FEDERALLY ASSISTED CONSTRUCTION 

General Wage Determination Decisions 

General Wage Determination Deci¬ 
sions of the Secretary of Labor specify, 
in accordance with applicable law and 
on the basis of information available to 
the Department of Labor from Its study 
of local wage conditions and from other 
sources, the basic hourly wage rates and 
fringe benefit payments which are de¬ 
termined to be prevailing for the de¬ 
scribed classes of laborers and mechanics 
employed in construction activity of the 
character and in the localities specified 
therein 

The determinations in these decisions 
of such prevailing rates and fringe bene¬ 
fits have been made by authority of the 
Secretary of Labor pursuant to the pro¬ 
visions of the Davis-Bacon Act of 
March 3. 1931, as amended <46 Stat. 
1494, os amended <40 U.S.C. 276a l) and 
of other Federal statutes referred to In 
29 CFR LI < including the statutes listed 
at 36 FR 306 following Secretary of 
Labor’s Order No. 24-70 > containing 
provLsions for the payment of wages 
which arc dependent upon determina¬ 
tions by the Secretary of Labor under 
the DavLs-Bacon Act; and pursuant to 
the provisions of Part 1 of Subtitle A of 
Title 29 of Code of Federal Regulations. 
Procedure for Predetermination of Wage 
Rates <37 FR 21138). and of Secretary 
of Labor’s Orders 12-71 and 15-71 <36 
FR 8755. 8756). The prevailing rates and 
fringe benefits determined in these de¬ 
cisions shall, in accordance with the 
provisions of the foregoing statutes, con¬ 
stitute the minimum wages payable on 
Federal and federally assisted construc¬ 
tion projects to laborers and mechanics 
of the specified classes engaged on con¬ 
tract work of the character and in the 
localities described therein. 

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these 
determinations as prescribed in 5 U 8.C. 
553 and not providing for delay in effec¬ 
tive date as prescribed in that section, 
because the necessity to issue construc¬ 
tion industry wage determination fre¬ 
quently and in large volume causes pro¬ 
cedures to be impractical and contrary 
to the public interest. 

General Wage Determination Deci¬ 
sions are effective from their date of 
publication in the Federal Register 
without limitation as to time and are to 
be used in accordance with the provi¬ 
sions of 29 CFR. Parts 1 and 5. Accord¬ 
ingly. the applicable decision together 
with any modifications issued subsequent 
to its publication date shall be made a 
part of every contract for performance 


of the described work within the geo¬ 
graphic area indicated as required by an 
applicabl e Fe deral prevailing wage law 
and 29 CFR Part 5. The wage rates 
contained therein shall be the minimum 
paid under such contract by contractors 
and subcontractors on the work 

Modifications and supersedeas deci¬ 
sions to General Wage Determination 
Decisions . Modifications and Superse¬ 
deas Decisions to General Wage Deter¬ 
mination Decisions are based upon in¬ 
formation obtained concerning changes 
In prevailing hourly wage rates and 
fringe benefit payments since the deci¬ 
sions were issued 

The determinations of prevailing rates 
and fringe benefits made in the Modifi¬ 
cations and Supersedeas Decisions have 
been made by authority of the Secretary 
of Labor pursuant to the provisions of 
the Davts-Bacon Act of March 3. 1931. 
as amended <46 Stat. 1494. as amended 
<40 U.S.C. 276a»), and of other Federal 
statutes referred to In 29 CFR 11 < in¬ 
cluding the statutes listed at 36 FR 306 
following Secretary of Labor’s Order No. 
24-70) containing provisions for the 
payment of wages which are dependent 
upon determination bv the Secretary of 
Labor under the Davis-Bacon Act; and 
pursuant to the Drovisions of Part 1 of 
Subtitle A of Title 29 of Code of Fed¬ 
eral Regulations, Procedure for Prede¬ 
termination of Wage Rates <37 FR 
21138). and of Secretary of Labor’s 
Orders 13-71 and 15-71 <36 FR 8755. 
8756). The prevailing rates and fringe 
benefits determined In foregoing General 
Wage Determination Decisions, as here¬ 
by modified, and/or superseded shall, in 
accordance with the provisions of the 
foregoing statutes, constitute the min¬ 
imum wages payable on Federal and fed¬ 
erally assisted constitution projects to 
laborers and mechanics of the specified 
classes engaged In contract work of the 
character and In the localities described 
therein. 

Modifications and Supersedeas Deci¬ 
sions are effective from their date of 
publication in the Federal Register 
without limitation as to time and are to 
be used in accordance with the provi¬ 
sions of 29 CFR Parts 1 and 5. 

Any person, organization, or govern¬ 
mental agency having an Interest in the 
wages determined as prevailing is 
encouraged to submit wage rate infor¬ 
mation for consideration by the Depart¬ 
ment. Further Information and self- 
explanatory forms for the purpose of 
submitting this data may be obtained by 
wTlting to the U S Department of Labor, 
Employment Standards Administration, 
Office of Special Wage Standards. Divi¬ 
sion of Wage Determinations, Washing¬ 
ton. D.C. 20210. The cause for not 
utilizing the rule-making procedures 
prescribed in 5 U S.C. 553 has been set 
forth in the original General Wage 
Determination Decision. 


New General Wage Determination 
Decisions 


Pennsylvania _ PA75-3021 

South Carolina_... SC75-1038 


Modifications to General Wage 
Determination Decisions 


The numbers of the decisions being 
modified and their dates of publication 
in the Federal Register are listed with 
each State, 


Alaska: 

AK75- 5033 ... Mar 7.1975 

Florida: 

FL75-10O9; FL75-1010; FL 
75-1011 . Jan 24. 1975 

FL751016 . Jan. 31, 1975 

FL75-1024 . Feb . 21. 1975 

Hawaii: 

HI75-5O02 .. Jan. 24. 1975 

Idaho: 

ID75-5024 . Feb. 21. 1975 

Indiana: 

IN75 2039 . Do. 

Iowa: 

IA75-4034; IA75-4036; IA 

75-4037: IA75-4042 . Jan. 31. 1975 

Louisiana: 

LA75—4033 . Jan. 24. 1975 

Marylaud: 

MD75-3003 . Jan. 3. 1975 

Nevada: 

AR-1058; AR 1059 . Dec 20. 1975 

New York: 

AR 2063 . Oct. 11. 1974 

Pennsylvania: 

AQ 2081 . Mar 29. 1974 

Texas: 

TX75-4007 . Jan 17. 1975 

TX75-4020; TX75-4022; TX 

75-4025; TX75-4029 _ Jan. 24. 1975 

TX75 4047 . Feb 7, 1975 

TX75-4056 . Feb 28, 1975 

Washington: 

WA76-5025 ... Feb 21. 1975 


Supersedeas Decisions to General 
Wage Determination Decisions 


The numbers of the decisions being 
superseded and their dates of publica¬ 
tion in the Federal Register are listed 
with each State. 

Supersedeas Decision numbers are in 
parentheses following the numbers of 
the decision being superseded. 


Alabama: 

AL75~ 1028 (AL75-1032) .. 

Arizona: 

AR-1009 <AZ75-5035); AR- 

1010 (AZ75-5036) . 

Florida: 

AQ-4100 (FL75-1034) _ 

AQ-4121 (FL75-1035) _ 

AR-4026 (FL75-1037) - 

Illinois: 

AR^317S(IL75-205i) . 

Iowa: 

AR-74 (1A75-4066) . 

Pennsylvania: 

PA75-301SIPA75--3025) — 


Feb 28. 1975 

Aug. 9. 1975 

Apr. 12, 1974 
June 7. 1974 
Aug. 30. 1974 

Dec. 13. 1974 

Nov. 1, 1975 

Feb 21, 1975 


Signed at Washington. D C., this 14th 
day of March 1975. 


Ray J. Dolan. 

• Assistant Administrator. 
Wage and Hour Division. 


FEDERAL REGISTER, VOL. 40. NO 56—FRIDAY, MARCH 21, 1975 
























NOTICES 


129-17 


§ 55 * wil 


s 




T5h 

* 


3SS3 RR&R* fSR 


4W» 88 W* 


«««S SSSSR 

• ••> •••• » • 


ifJ 


TO«*I R<t PS s* 

O'® at-vot- >® t- r-®®® «^®2oo <*h 




FfDEtAl UGlSTEt, VOL 40. NO. 54—FftDAT, MAtCH 21, 1975 





































7S-?A-K*n ?. 3 - 73-7A-3C21 


12918 


NOTICES 



1 

1 

* 

• 

i 

j 

! 

* 

J 

Sffssssssssss 

i 

! 


i 

i 

• 

&&&&&&&&&&&& 

» 

«* 

■ 

& & ft ft & ft & ft & & ft & 

ii 

li 

££$S£R83ft$£R 

njoo j ononcocd 



r 


REGISTER, VO<L. 40, NO 56—fRIOAY, MARCH 21. 1975 































NOTICES 


12949 


* * m 


V. %« %4 %4 %-4 U%4\* 


•^5 TO TO* * * * TO TO S $ TO3S 


W TO TO* * * * TO TO 3 % S 3 TO 


w 


3»S» fte I ! I Ill M 3 5 33233 



T 


*> * 3 § 8 ** 

■ 1 ilLl *1 





,L CK>I$TES. VOC 40. NO 54—WIDAT, MAtCH 21. 1925 
































75-RA-3C21 9 . 7 75-PA-3S21 


12950 


NOTICES 



FEDERAL REGISTER VOL. 40. NO. 50—fRIDAT, MARCH 71, 1975 





































N0C1FI CAT tWS ?, 


NOTICES 


12951 






* 



fi 

- • 



Hi 


&>oyos;8P», K« »8 2 

JlnJn.«J J ia u\ «>5(AfA 


8S«3»>e» 

. 5 4 4 IAfAI«>«A 





FfDMAl t£G>STER VOl 40, NO. 56—-F1I0AY, MARCH 7 \. 1975 












































WOJF1CATIOO P. 2 I •COinUTIONS ?. 


12952 NOTICES 


«2 

l 

**** 

\avts u\ 

ws - 5 - ISIS 

i^S4 3$ 

i! 
: 

lO /> 10 

III 

87 8 

• • • 

Si 


88r3 83 
* * •* * ‘ 

• 

«• 

■ 

^ **»# 

8SR8 S3 

III! §• 

Hi 

RRrfS | SM3& 

(h«o«^P R O^OSXAOS 

5878 73 

* • f»' • nV 

i 

• 

« 

i 

i 

• 

) 

i 

i 

l 

1 

J SJ 

5:. S3 . 

I}| III i 5 

ir. s IIS 5 « i 

ill IfSUiJji 
I|I 1 ilill^ 

s 

♦ 

2 

i 

<o 

2 

i 

i 

sr> 

i 

4 | 

5 - 8 

U <H M * 

«• *.§ § H 

tj i: 5 « 

e |* 3 1 

|ti : - 

I lllflji 

II pil'i 


i 

4. 

« 

i 

j 

> 

f 

4 

1 

85 888 888 

85 88 

i 

ft 

I >$ i 

i 

HR RRRRRRRVCW 

88 *** 

(» 88 . 8 


* 

* 

«S HHWHHHR 

SR 

i 

fj 

RR 8S888R388 

nj«> ««>«> r^\A-ioi<n*o 

8$ S?i8r«RR 

corn ancr^'oxA »--iv\ 

t- 

* 

J 

• 

| 

8 

1 

8 

V || • 

I , II » 

if f||| I | r 3*i 

si HlPMlill 

J 

i' 

• 

1 

S' 

8 

jl | 

It I |i 

■ft e jl i 

j! j jijjji 

ji 1 ®3l J " 

1 . 

Illll 

'll * 1 




A. ifGISTER. VOC 40, NO 56—FRIDAY, MARCH Jl, 1975 









































DECISION ♦ ID?5-5021 


NOTICES 


129!W 



FEDERAL ■ £015TEA VOi. 40. NO 56—FRIDAY, MARCH 21, 1975 












































12954 


NOTICES 


I 

5 

u- 

8 



3 

§ a 

8 » 

3 r 
3 H 

C U 

f 



q w» 

. 

nzi fr-lsa 

M •*■♦ q n «* >* 0 Ji 

Siis-as s- 

U. *J * >7 »* ri. —4 'i 

•SS • !p 3 8 g 
- a s f.‘ a * ^ r 

3 * a 5 3 w ?- 2 . a S 

• 3a»^ ejj-ey 
52 • t „s g si lr ■ 


• g s-i 

' ,p eH 




FEDHAl KEClSTtt. VOl 40, NO 56—HUOAY, MAtCH 21, 1975 















































WOlFICATtaKS t. 3 ! HOOIHCATtOHS ?, 


NOTICES 


12955 


4 

1 

s 222 888888888 

8 *88* 
• • • • i 

* 

& 


I i 
• 

S 883 388888888 

8 8888 
• • • » . 
m* m-» m* -» m 

3 

t 


!i 

3 333 388888888 

• • • • • 

$ 

i 


9 

■ 


8 8888 
• • • • t 

*% 

* 

* 


Hi 

3 £2 8 2833S8285 

« «>» «><«««»'»'»'» 

*> OOMO 

4"! *n «A O* ^ 

• •it* 

s •••* 

R 

c 

m 

% 

} 

t 

j 

• 

a 

% 

8 

VI 

l 

r ? ♦« 

g 

* 9 w N h 

:*j il SV 

iHI If lL 

i J ..IfihUl 

'3t< MW V b « 4 M Ik « 

|1 |}flifiii!i«iii!in 

s ! 

* 

l 
. ! 

•A 

m r 
1 0 

r 

e: 

j: 

£ 

5 2 3 

; 1 

i| f* 

k! 2| s 

. £ - • £ .. B £ 3 

ii 

C*. 

aft • 

Jf f 
i*i j 

3gf 2* 
jSI || 

g5£ Hj 

s=o ss M 


e 

i 

* 

• 

i 

i 

? 

< 

4 

1 

S 

• 

O 

4 

- 

«w 4 

€> -» 

|| _ ___ 

1 

f 



# 

t 

* V 

it 

Vi 

] 

H 

«A 

"8 
• • 

IS X 

«a 

■H C 4 0 

H w J 

• 

0 

• 

3 

*-4 tn 
m «n 
• • 

— 

i 

i 

E{ « 

I* 1 

Ifi 

8 

O 

M 

•*> 

r* W 

M 4 

t • 
** 

1 

|M 

i 

2 • 

* •/» 2 aaa 

fl A4 O O V> 

5 3 m « n « « 

W A 

a v 

N 

♦ 

f 

• 

1 

♦ 

“71 

a ~fl-: 
s 4 ;s 
** <» 3 

-*3*3 8 

0% *m0 m ^ 

A *i • 

frfr22 2 S 

3 5 fl “ 5 i 

Is* ! : 
llll «? 1 

ml » |2 

l* VXM~-*Cpr-S£YI# mSlJTl 

1_ 1 

o 

■fl 

H 

I 

2*1.5 

o* » •* 

hs«-n a 

0 M a m 

• V M w 

» 3 

fees S 

3 >,5 3 

833 3 23 

723 * 22 

4, ■ ..5 5 A4 

If If If 

iff | 

* 

i 

? 

• 

#n 

; 

E 

a 

§ 

V 

i 

^ * 

§ 3 

* J 

•N 

t i 

£ 3 1 

m m 

-»? 8 

* 5 * 

'?> v 

\> K, 

*! 51 

JS 

2 & 

5 

Hi * 

#“■« - 

A. t ON »• MNn ^ 

!iiii!ii«ii 

J*l 3 


f 


FEOKAl tECISTM VOl. 40. NO. 5*-FIIDAT, MAtCH 11. 197S 





































































































W0IFICA7UW P. 12 t WOIFKATIAS P. 13 


NOTICES 


12W.7 



1! 


ill 



* 



8 


u 


A 

: 

»- 

s 

fi 

» 

s 


5| 

I* 

' i 

~ 

* 


e s s 

a! I 


*8998 


lA «A lA IA lA 


lA «A «A «A 

*1*1". *1*1 


S «A m IA «A 
WS CO •«• * 
• • • ■ • 
«u «, «j * <* 


t. 

58 

i 


-3 

C X 
© u 


l 

t 

C « N n 4 in 

* urn 

'NNNNN 


FEOERAt REGISTER VOL 40, NO 54—FRIDAY. MARCH 21, 1975 



























































moincAuoKS ?. n 


i 2 i»r >8 


NOTICES 











il WCISTfl. VOl «0, NO. M-FRIDAY, MARCH 11, 1975 




























SUiraSKZg.J.S IECISIO* 



i 

1 

• 

1 ***** l 

«S 2 » S3 S »»* » 

• « « « •• i «t* t 

1 

S 


1 

Rft * X? V> RRS 3 SttSttXJttXJSttX? 

» 

* 

*3 R 33 » * 8 5 W«»5CJ0»«K»» 

f • ft ft • • 

iSi 

5RRS£X58 $$ * <28 &»RS§& 333333*333 

•o r-«o P-^<OVO •'-t- -4 -it- (o©«no«xnKm*<m) 



























129H0 


NOTICES 










































A27!^5035 1 DtCBKJW HO 


NOTICES 


129(11 



FEDftAl REGISTER. VOi 40, NO 54—ERIDAT, MARCH 21. 1975 









































12962 


NOTICES 






1 

1 

3 S3 3 2 228 * 

.... .... t 

5 • 

M 
t «*« 

‘■S 

i! 

5* 

t8 C 

!i 

2 ** 8 2 222 sl j 

“ ; 

| 

& 

» 

4 

s SI S 5 35* 1! j 

.s* 

_ ZZm _! 

r 

1 

ili 

I a 35[St S ££$ I 

i k * * 3 ^ A 

J-*-----y 

k* 9 

1 ! 

<| 

& - 
l 

jfi £1 i 

i F.IU J 

' ill Jj]]{|i ] 

;«2»iss iff?i*[: : 

giluSSiS 1 - t 

*fl K w H H P< Hi U n P a, 

! luu u 11 ! I! 

(w t 

it j 

<o 5 « 

K 

§| j 
r° - J 

fi li 

a- 

*• si 

o. < 

ii 

1 

1 M 

■ 

f 

•I 

» 

f 



> 


s 


T 


4 



J 








































BKISIC* HO. A275-5035 __ _ _ _ _>*8* 7 _ DEC 1510* MO. »Z?S-?Q 


NOTICES 


I 2 *m:t 


i 


tills I 

<i w *r m 

l{|{[ 

<•« h e I! 2 V 


! i' 


11 


I 


* 

\\ 


Ss- 

-f 2 

J il! 2 


u « 

J=r '2 if 


-|sl. 

J! S fl S S 3 

aW 

U A. t! *• 

o .. * c o. 

. / * • W o «1 

* «^-p w 

myi 

• O »< 

t« » U I H t 
•-* w «» «* u 

a w • W + 

8 8 g* 
2 * 3 ,: &e 


iif 

V V JJ 

ITS . 

gf* 

£ . 

II 

si- 
a-s 

n *> S 

»• E 

0 
*2 
w * - 
| U * 

« O fi 

a Hi a 

•r# U 1 

* S. 7 J 
8 ° 8 

ill 

g-s* s 

Illl 


w u 
* 

V « 

s 

2 


si 

c A. 

!j J: 

>J 

. w 

g* 

w I 
& 

1; 
a R 

R J 

i 


|! Ill 

v ff S - «•“ 

JU t« C •« it 
■ y u >i At ti 

n * n * « 

4 >• ft M wi 

a i w a. 

Aftf* i H A 

c V * n ft 

«?!hi 

!i?i 

lusv 

hn !a Si 

m « u 3 At 

Hlltl 


* . «■ 

a t *•.. 

6 — >• U w 


, i-l 

,11112 

in,! 
u 81 '* 
“If 23;: 

u P P u 

i“ s Si* 

*3 J S" e a 

6 j &3 

•fc?5L 


ill 

II 


I 


w u 

S.S 

5 3 
S'* 


I! 


ill 

*A 23 

! i - 8 


o 

* u u 


a 

? S » 

ill 

pi 


a 

aa 


II 


!H 5 * 8 

:*IS 


^ii 


T -a 
£ 8 
« •« * 
^ $ a 

pi 


“**?£• 
c i* p* i (t 

-*2a a a 

o a "S -a 8 " 

-Ipltt 
IMiSP 
f iS2.£s 3 


s.? 

•< *♦ 

3H 


3 2 

9 »* ♦{ *• 


36 • 

•t« “ ^ mS 

x s s -a - a £ 

- ft H h §)U 

Qk t* 4 *. u V C 

fitsHS 


?ou* 


4 W 

a M 8 

£ S G 
H « S 

* . * 

C U Jj 

3 • ■ 

ti e -o 

3 ttl 
•* 3 « 

Is! 

4 «C 

P 


e? - 

Pj 

!?! 

S E 9 

ScI 

je: 

S 

S i f 

lit 

P: 

S Q O 
"•Si 

rs 

2-r. 

-* w 

S' 4 * 

zzx 

M > 

3 ii 
-il 

|H 


6 is 

?! 



is 

; 

II 

&5 


•w«si ^ -♦ 4i at • 


1 fr 


• #»> t# to 


I « i 


SaaisIfiS s § aaSliiai 

O O UDODOOO & O O O V O O O 


ti M tt M 

V .-f TV 

OtAii»r^ao«aQ« 

o»A40.A,».A.ftLAt(w(k.raiw 

iiissi§iii§i 


*1 tfOlSTEt, VOi. 40, NO 56—ftlOAT, M AfCH 21, 1975 






























12964 



NOTICES 




oi U 

, 4 i ~ m u *4 

I 

«r,ij 

X.^ 

8 a 8 c s •§ 

« "H DiH n I 

* U I M IW 

Mi:**! 

*S J ' 8 8 t a 
i§ « S 2 X ~ 

..■fl S X.B: « 

tills 513 

ilHiir 

w 

«» • > K 4 M H 

M *« b u 4* «• U 

ihHsfl* 

a *■8 l . V : 

S § v “ 

;i ft 8 



i •.« t» * 
• *♦•»».«»< 

Hu ft. 

• 3 a 8 


k ' 


« 5 u m 

•3 o * •• ii 

a 2 aa a 

*.3 a 2 2 

fihhf 

3 r s ii " i 

*5 8 r 


jIlHI 

H s 

« 

u *-* 

& 


85 

sa 


o % «• w < 
1 » 


jjHjli* 


O -< -H V Ifrl 
O «*H ft. 2 ft. 

If'llft 

“ 811 , 18 

ullv 


288*8 6 8 • fraJM* 1 

q ^ ^ ^ *r a . v 8 8 8 ^ s« 

CS «• £ t« *4 3 t« ^ 


i. u >; u u u n 

••►..as® 1 

h * •« 

“SJSa 


a*. 

:$3 

8 a 
? •» 


• M *• O 5 

1 M « $ « *4 0 8«l 

V K. H iTO O 11 ^ 3 *♦ W Q “ 

•• , *S* X *»*£ 

,r M I i 'g .•'Q .i V< N U & t< U 

113 & § ^ 8 a * e w 8 8 11 • o 

R^ ,M r.533s:!*.‘-3r.s&jr 0 3'« 9 
J •; .5 a a ad s fr-s 


! 



v^x > oy§ n x.ft.u S M :,, s552 

13l ! , l 5 P=ii|!| is 

sfsI-lils'Uel?* 

“ ? *? 0 “ ?...?! *2 u *** - 


•? 

rH 


8 3-. 

S*3* 

y u U ♦ 

* 1*1 


.i. 

o V 


i « J. V 


) >M*j 

hti 


n2 


••QbCQMti 

- 83 8 8 I". & 

fallMfi 


s.sill!; 5 5 ja“s 

l yj-a|;.» ]i! ?j I* 
Hliililllhilllliil 


-a J 
*11 
ill 


ie 


u 


aiS 

is* 

all 

ija 

«8 " 
*'1 


S “I? 
*2 8 

*r. 

Si¬ 

rs 3 . 

*ft *o 

M *H 

b- a -v 

5” 


* 


FEDERAL KCfSTEB VOL 40, NO. 54—ftlOAT, MARCH 21, 1975 







NOTICES 


i2%r> 



FEDERAL REGISTER, VOL 40, NO. 56—FRIDAY, MARCH 21. 1975 








12966 


NOTICES 




REGISTER, VOL 40, NO. SO—FRIDAY, MARCH 21, 1975 










































AT7^V-V I DfiCISICff KC. *27^-5036 


NOTICES 


12%7 





Ll ttOJSTIt. VOL 40. NO. 56—RHDAY. MARCH 21. 197$ 











































X KCtSTH. VOL 40, NO. 50—FtlDAY, MARCH 21. 1975 












NOTICES 


12%‘> 



J. 

5 ! 

• 

2 

8 

•« 

a 

8 


* 


»• 

I 

j! 



8 

3 

*3 


44 

.? 

* 


£8 


a 


b 

i 


o -* 


N to 
W* 4> 





»• 




41 «i 

*3^ 



I H -« 

H 

!l H 

X'i 



H tl 

S 8 

•o 

w « 



£ 

£ 

J* 


n 

?j 


i* 




v 


) 


FEDERAL REGISTER VOL. 40. NO. S«—FtIDAY, MARCH El. 1975 








112 = 1 * 1 k 


12970 


NOTICES 



FIOfRAl REGISTER, VOL 40. NO 56—FRIOAT, MARCH 21, 1975 












































NOTICES 


12971 




FEDERAL RECSSTER VOL. 40, NO. 56 —FRIDAY, MARCH 21. 1*75 











































12972 


NOTICES 




X tlGlSTEt, VOt 40. NO. 56—ftlOAY, MARCH 21, 1975 
































w-TS-ioff ?• 3 n.TS-1035 p. i. 


NOTICES 



1297.1 


F€0€tAl BEGISTEt, VOL. 40, HO. 56—«IDAY, MAXCM 21. 197S 






























ac:s:o* mS- 1 C 27 ?. 


12!»71 


NOTICES 




• 

] 

• 

i 

I 

! 

ft 

1 

888?Se?8 **88 5 SS ******* 

! 

RR R 

••••** 

i 

l 

RRRRRRRR **R» 8 8 »»»$ ******* 

* 

* 

s 

RS»RRRfc'<C »se33 s *>*>**> R 


Hi 

5RR3333R S8*§ §8 £ »«££»R RSJS^SRSR ^5^555^ p. 

(riirthV-HtOh'O I^inwh tA«J -j x»^u>vonpu»m> ^) 


























































12976 


NOTICES 



FEDERAL REGISTER. VOL 40. NO. 54—FRIDAY, MARCH 21 # 1975 






























NOTICES 


12977 



tEGlSTEf. VOl. 40 r NO. 56—WDAY, M.AtCH 21 , 1975 































XUS-2051 


12978 


NOTICES 




; 


f 






FEDERAL REGISTER. VOL 40. NO 56—FRIDAY, MARCH 21. 1975 












































sec:sic* *>. nJ5-?35i 


NOTICES 


12979 



FEDERAL REGISTER, V<X 40. NO. 56—FRIDAT, MARCH 21. 1975 































12980 


NOTICES 





lECtm*. VOL * 0 . NO. S6—HIDAY, MAtCM 11. 1*75 




























NOTICES 


I29M1 














X IfOISTM, VOL. 40, NO. 56—f*IOAY. MARCH 21. 1975 























OCCISICCI I 7S-PA-3C2S 


12982 


NOTICES 



FEOEtAl REGISTER, VOL 40. MO. 56—f*IOAT. MARCH 11, 1975 



































NOTICES 


129H3 




FK>€RAL REGISTER, VOt. 40, MO 54—ftlOAf. MARCH 21. 1975 





























































7^A»3C23 ?. 3 73-?*-3C25 


120H-I 


NOTICES 



1 

• 

: 

i 

i 

l 

4 

i 

»»»**»»** J 

i 

» 


j 

#**»*«»** 

* 

* 

■ 

#444#44»4 

Hi 

S>R8»WfcM« 

C> OaO>oO r^-sd O O O 

8 


§ 

8 


9 

i 

fi 





_ 



FfO€*Al RfGlSTER, VOi. 40, NO S«—f«IDAY. MARCH II. 1975 
































1974-75 Edition 

This official guidebook provides useful information 
about U.S. Government agencies, including: 

• Major programs and functions 

• Listings of key officials 

• Organization charts for many agencies 

Most agency descriptions include a "Sources of 
Information" section that gives addresses and 
telephone numbers for obtaining specifics on 
employment, government contracts, environmental 
programs, small business opportunities, publications, 
speakers and films available to civic and educational 
groups, and other topics of public interest. 

This handbook is a “must" for teachers, students, 
librarians, researchers, businessmen, and lawyers 
who need current official information about the 
U.S. Government. 


$ 5.75 

per copy. Paptrbound. with charts 
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